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NUCLEAR REGULATORY
COMMISSION

10 CFR Part 72
[NRC-2016-0137]
RIN 3150-AJ77

List of Approved Spent Fuel Storage
Casks: NAC International
MAGNASTOR® Cask System;
Certificate of Compliance No. 1031,
Amendment No. 6

AGENCY: Nuclear Regulatory
Commission.

ACTION: Direct final rule.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is amending its
spent fuel storage regulations by
revising the NAC International (NAC),
MAGNASTOR® Cask System listing
within the “List of approved spent fuel
storage casks” to include Amendment
No. 6 to Certificate of Compliance (CoC)
No. 1031. Amendment No. 6 revises
NAC-MAGNASTOR technical
specifications (TSs) to align with the
NAC Multi-Purpose Canister (MPC) and

NAC Universal MPC System (UMS) TSs.

The CoC No. 1031 TSs require that a
program be established and maintained
for loading, unloading, and preparing
fuel for storage without any indication
of duration for the program.
Amendment No. 6 limits maintenance
of this program until all spent fuel is
removed from the spent fuel pool and
transport operations are completed.
Related training and radiation
protection program requirements are
modified accordingly. Additionally,
Amendment No. 6 incorporates the
change to Limiting Condition for
Operation (LCO) 3.1.1 previously
approved by the NRC in CoC No. 1031
Amendment No. 4.

DATES: The direct final rule is effective

December 21, 2016, unless significant
adverse comments are received by

November 7, 2016. If the direct final
rule is withdrawn as a result of such
comments, timely notice of the
withdrawal will be published in the
Federal Register. Comments received
after this date will be considered if it is
practical to do so, but the Commission
is able to ensure consideration only for
comments received on or before this
date. Comments received on this direct
final rule will also be considered to be
comments on a companion proposed
rule published in the Proposed Rules
section of this issue of the Federal
Register.

ADDRESSES: You may submit comments
by any of the following methods:

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2016-0137. Address
questions about NRC dockets to Carol
Gallagher; telephone: 301-415-3463;
email: Carol.Gallagher@nrc.gov. For
technical questions contact the
individual listed in the FOR FURTHER
INFORMATION CONTACT section of this
document.

e Email comments to:
Rulemaking.Comments@nrc.gov. If you
do not receive an automatic email reply
confirming receipt, then contact us at
301-415-1677.

e Fax comments to: Secretary, U.S.
Nuclear Regulatory Commission at 301—
415-1101.

e Mail comments to: Secretary, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001, ATTN:
Rulemakings and Adjudications Staff.

e Hand deliver comments to: 11555
Rockville Pike, Rockville, Maryland
20852, between 7:30 a.m. and 4:15 p.m.
(Eastern Time) Federal workdays;
telephone: 301-415-1677.

For additional direction on obtaining
information and submitting comments,
see “Obtaining Information and
Submitting Comments” in the
SUPPLEMENTARY INFORMATION section of
this document.

FOR FURTHER INFORMATION CONTACT:
Keith McDaniel, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,

Washington, DC 20555—-0001; telephone:

301-415-5252 or email:
Keith.McDaniel@nrc.gov.
SUPPLEMENTARY INFORMATION:

I. Obtaining Information and Submitting
Comments

II. Procedural Background

III. Background

IV. Discussion of Changes

V. Voluntary Consensus Standards

VI. Agreement State Compatibility

VII. Plain Writing

VIIL Environmental Assessment and Finding
of No Significant Environmental Impact

IX. Paperwork Reduction Act Statement

X. Regulatory Flexibility Certification

XI. Regulatory Analysis

XII. Backfitting and Issue Finality

XIII. Congressional Review Act

XIV. Availability of Documents

I. Obtaining Information and
Submitting Comments

A. Obtaining Information

Please refer to Docket ID NRC-2016—
0137 when contacting the NRC about
the availability of information for this
action. You may obtain publicly-
available information related to this
action by any of the following methods:

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2016-0137.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): You may obtain publicly-
available documents online in the
ADAMS Public Documents collection at
http://www.nrc.gov/reading-rm/
adams.html. To begin the search, select
“ADAMS Public Documents” and then
select “Begin Web-based ADAMS
Search.” For problems with ADAMS,
please contact the NRC’s Public
Document Room (PDR) reference staff at
1-800—-397-4209, 301-415—4737, or by
email to pdr.resource@nrc.gov. For the
convenience of the reader, instructions
about obtaining materials referenced in
this document are provided in the
“Availability of Documents” section.

e NRC’s PDR: You may examine and
purchase copies of public documents at
the NRC’s PDR, Room O1-F21, One
White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

B. Submitting Comments

Please include Docket ID NRC-2016—
0137 in your comment submission.

The NRC cautions you not to include
identifying or contact information that
you do not want to be publicly
disclosed in your comment submission.
The NRC will post all comment
submissions at http://
www.regulations.gov as well as enter the
comment submissions into ADAMS.
The NRC does not routinely edit
comment submissions to remove
identifying or contact information.
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mailto:Rulemaking.Comments@nrc.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
mailto:Carol.Gallagher@nrc.gov
mailto:Keith.McDaniel@nrc.gov
mailto:pdr.resource@nrc.gov
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If you are requesting or aggregating
comments from other persons for
submission to the NRC, then you should
inform those persons not to include
identifying or contact information that
they do not want to be publicly
disclosed in their comment submission.
Your request should state that the NRC
does not routinely edit comment
submissions to remove such information
before making the comment
submissions available to the public or
entering the comment into ADAMS.

II. Procedural Background

This rule is limited to the changes
contained in Amendment No. 6 to CoC
No. 1031 and does not include other
aspects of the NAC MAGNASTOR®
Cask System design. The NRC is using
the “direct final rule procedure” to
issue this amendment because it
represents a limited and routine change
to an existing CoC that is expected to be
noncontroversial. Adequate protection
of public health and safety continues to
be ensured. The amendment to the rule
will become effective on December 21,
2016. However, if the NRC receives
significant adverse comments on this
direct final rule by November 7, 2016,
then the NRC will publish a document
that withdraws this action and will
subsequently address the comments
received in a final rule as a response to
the companion proposed rule published
in the Proposed Rule section of this
issue of the Federal Register.

Absent significant modifications to
the proposed revisions requiring
republication, the NRC will not initiate
a second comment period on this action.

A significant adverse comment is a
comment where the commenter
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment is adverse and significant if:

(1) The comment opposes the rule and
provides a reason sufficient to require a
substantive response in a notice-and-
comment process. For example, a
substantive response is required when:

(a) The comment causes the NRC staff
to reevaluate (or reconsider) its position
or conduct additional analysis;

(b) The comment raises an issue
serious enough to warrant a substantive
response to clarify or complete the
record; or

(c) The comment raises a relevant
issue that was not previously addressed
or considered by the NRC staff.

(2) The comment proposes a change
or an addition to the rule, and it is
apparent that the rule would be

ineffective or unacceptable without
incorporation of the change or addition.

(3) The comment causes the NRC staff
to make a change (other than editorial)
to the rule, CoC, or TSs.

For detailed instructions on filing
comments, please see the companion
proposed rule published in the
Proposed Rule section of this issue of
the Federal Register.

III. Background

Section 218(a) of the Nuclear Waste
Policy Act (NWPA) of 1982, as
amended, requires that “‘the Secretary
[of the Department of Energy] shall
establish a demonstration program, in
cooperation with the private sector, for
the dry storage of spent nuclear fuel at
civilian nuclear power reactor sites,
with the objective of establishing one or
more technologies that the [Nuclear
Regulatory] Commission may, by rule,
approve for use at the sites of civilian
nuclear power reactors without, to the
maximum extent practicable, the need
for additional site-specific approvals by
the Commission.” Section 133 of the
NWPA states, in part, that “[the
Commission] shall, by rule, establish
procedures for the licensing of any
technology approved by the
Commission under Section 219(a) [sic:
218(a)] for use at the site of any civilian
nuclear power reactor.”

To implement this mandate, the
Commission approved dry storage of
spent nuclear fuel in NRC-approved
casks under a general license by
publishing a final rule which added a
new subpart K in part 72 of title 10 of
the Code of Federal Regulations (10
CFR) entitled, “General License for
Storage of Spent Fuel at Power Reactor
Sites” (55 FR 29181; July 18, 1990). This
rule also established a new subpart L in
10 CFR part 72 entitled, “Approval of
Spent Fuel Storage Casks,” which
contains procedures and criteria for
obtaining NRC approval of spent fuel
storage cask designs. The NRC
subsequently issued a final rule on
November 21, 2008 (73 FR 70587), that
approved the NAC MAGNASTOR® Cask
System design and added it to the list
of NRC-approved cask designs in 10
CFR 72.214 as CoC No. 1031.

IV. Discussion of Changes

By letter dated December 11, 2015,
NAC submitted a request to the NRC to
amend CoC No. 1031. As documented in
the Preliminary Safety Evaluation
Report (PSER) and described further
below, the NRC staff performed a
detailed safety evaluation of the
proposed CoC Amendment 6 request.
This direct final rule revises the NAC
MAGNASTOR® Cask System listing in

10 CFR 72.214 by adding Amendment
No. 6 to CoC No. 1031. The amendment
consists of the changes described below,
as set forth in the revised CoC and TSs.
The revised TSs are identified in the
PSER.

Amendment No. 6 revises NAC—
MAGNASTOR TSs to align with the
NAC-MPC and NAC-UMS TSs. The
CoC No. 1031 TSs currently require that
a program be established and
maintained for loading, unloading, and
preparing fuel for storage without any
indication of duration for the program.
Amendment No. 6 clarifies the
applicability of TS requirements
depending on the status of operations,
limiting maintenance of certain
programs until all spent fuel is removed
from the spent fuel pool and transport
operations are completed. Additionally,
Amendment No. 6 incorporates the
change to LCO 3.1.1 that was previously
reviewed and approved by the NRC in
Amendment No. 4. The NRC staff
determined that Amendment No. 6 does
not include changes to cask design
requirements and does not reflect a
change in design or fabrication of the
cask. The NRC staff found that the TS
and operating limit changes do not
impact the casks ability to continue to
safely store spent fuel in accordance
with part 72 requirements.

The amended NAC MAGNASTOR®
Cask System design, when used under
the conditions specified in the CoC, the
TSs, and the NRC’s regulations, will
meet the requirements of 10 CFR part
72; therefore, adequate protection of
public health and safety will continue to
be ensured. When this direct final rule
becomes effective, persons who hold a
general license under 10 CFR 72.210
may load spent nuclear fuel into the
NAC MAGNASTOR® Cask System casks
that meet the criteria of Amendment No.
6 to CoC No. 1031 under 10 CFR 72.212.

V. Voluntary Consensus Standards

The National Technology Transfer
and Advancement Act of 1995 (Pub. L.
104-113) requires that Federal agencies
use technical standards that are
developed or adopted by voluntary
consensus standards bodies unless the
use of such a standard is inconsistent
with applicable law or otherwise
impractical. In this direct final rule, the
NRC will revise the NAC
MAGNASTOR® Cask System design
listed in 10 CFR 72.214, “List of
approved spent fuel storage casks.” This
action does not constitute the
establishment of a standard that
contains generally applicable
requirements.
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VI. Agreement State Compatibility

Under the “Policy Statement on
Adequacy and Compatibility of
Agreement State Programs’’ approved by
the Commission on June 30, 1997, and
published in the Federal Register on
September 3, 1997 (62 FR 46517), this
rule is classified as Compatibility
Category “NRC.” Compatibility is not
required for Category “NRC”
regulations. The NRC program elements
in this category are those that relate
directly to areas of regulation reserved
to the NRC by the Atomic Energy Act of
1954, as amended, or the provisions of
10 CFR. Although an Agreement State
may not adopt program elements
reserved to the NRC, it may wish to
inform its licensees of certain
requirements via a mechanism that is
consistent with the particular State’s
administrative procedure laws, but does
not confer regulatory authority on the
State.

VII. Plain Writing

The Plain Writing Act of 2010 (Pub.
L. 111-274) requires Federal agencies to
write documents in a clear, concise, and
well-organized manner. The NRC has
written this document to be consistent
with the Plain Writing Act as well as the
Presidential Memorandum, ‘“Plain
Language in Government Writing,”
published June 10, 1998 (63 FR 31883).

VIII. Environmental Assessment and
Finding of No Significant
Environmental Impact

A. The Action

The action is to amend 10 CFR 72.214
to revise the NAC MAGNASTOR® Cask
System listing within the “List of
approved spent fuel storage casks” to
include Amendment No. 6 to CoC No.
1031. Under the National
Environmental Policy Act of 1969, as
amended, and the NRC’s regulations in
subpart A of 10 CFR part 51,
“Environmental Protection Regulations
for Domestic Licensing and Related
Regulatory Functions,” the NRC has
determined that this rule, if adopted,
would not be a major Federal action
significantly affecting the quality of the
human environment and, therefore, an
environmental impact statement is not
required. The NRC has made a finding
of no significant impact on the basis of
this environmental assessment.

B. The Need for the Action

This direct final rule amends the CoC
for the NAC MAGNASTOR® Cask
System design within the list of
approved spent fuel storage casks that
power reactor licensees can use to store
spent fuel at reactor sites under a

general license. Specifically,
Amendment No. 6 revises NAC—
MAGNASTOR TSs to align with the
NAC-MPC and NAG-UMS TSs. The
CoC No. 1031 TSs require that a
program be established and maintained
for loading, unloading, and preparing
fuel for storage without any indication
of duration for the program.
Amendment No. 6 limits maintenance
of this program until all spent fuel is
removed from the spent fuel pool and
transport operations are completed.
Related training and radiation
protection program requirements are
modified accordingly. Additionally,
Amendment No. 6 incorporates the
change to LCO 3.1.1 previously
approved by the NRC in CoC No. 1031
Amendment No. 4.

C. Environmental Impacts of the Action

On July 18,1990 (55 FR 29181), the
NRC issued an amendment to 10 CFR
part 72 to provide for the storage of
spent fuel under a general license in
cask designs approved by the NRC. The
potential environmental impact of using
NRC-approved storage casks was
initially analyzed in the environmental
assessment for the 1990 final rule. The
environmental assessment for this
Amendment No. 6 tiers off of the
environmental assessment for the July
18, 1990, final rule. Tiering on past
environmental assessments is a standard
process under the National
Environmental Policy Act.

The NAC MAGNASTOR® Cask
System is designed to mitigate the
effects of design basis accidents that
could occur during storage. Design basis
accidents account for human-induced
events and the most severe natural
phenomena reported for the site and
surrounding area. Postulated accidents
analyzed for an Independent Spent Fuel
Storage Installation, the type of facility
at which a holder of a power reactor
operating license would store spent fuel
in casks in accordance with 10 CFR part
72, include tornado winds and tornado-
generated missiles, a design basis
earthquake, a design basis flood, an
accidental cask drop, lightning effects,
fire, explosions, and other incidents.

Considering the specific design
requirements for each accident
condition, the design of the cask would
prevent loss of confinement, shielding,
and criticality control. If there is no loss
of confinement, shielding, or criticality
control, the environmental impacts
would be insignificant. This amendment
does not reflect a change in design or
fabrication of the cask. There are no
changes to cask design requirements in
the proposed CoC amendment. In
addition, because there are no design or

significant process changes, any
resulting occupational exposure or
offsite dose rates from the
implementation of Amendment No. 6
would remain well within the 10 CFR
part 20 limits. Therefore, the proposed
CoC changes will not result in any
radiological or non-radiological
environmental impacts that differ
significantly from the environmental
impacts evaluated in the environmental
assessment supporting the July 18, 1990,
final rule. There will be no significant
change in the types or revisions in the
amounts of any effluent released, no
significant increase in the individual or
cumulative radiation exposure and no
significant increase in the potential for
or consequences from radiological
accidents. The NRC staff documented its
safety findings in a PSER.

D. Alternative to the Action

The alternative to this action is to
deny approval of Amendment No. 6 and
end the direct final rule. Consequently,
any 10 CFR part 72 general licensee that
seeks to load spent nuclear fuel into the
NAC MAGNASTOR® Cask System in
accordance with the changes described
in proposed Amendment No. 6 would
have to request an exemption from the
requirements of 10 CFR 72.212 and
72.214. Under this alternative, an
interested licensee would have to
prepare, and the NRC would have to
review, a separate exemption request,
thereby increasing the administrative
burden upon the NRC and the costs to
each licensee. Therefore, the
environmental impacts would be the
same or less than the action.

E. Alternative Use of Resources

Approval of Amendment No. 6 to CoC
No. 1031 would result in no irreversible
commitments of resources.

F. Agencies and Persons Contacted

No agencies or persons outside the
NRC were contacted in connection with
the preparation of this environmental
assessment.

G. Finding of No Significant Impact

The environmental impacts of the
action have been reviewed under the
requirements in 10 CFR part 51. Based
on the foregoing environmental
assessment, the NRC concludes that this
direct final rule entitled, ““List of
Approved Spent Fuel Storage Casks:
NAC MAGNASTOR® Cask System,
Amendment No. 6 will not have a
significant effect on the human
environment. Therefore, the NRC has
determined that an environmental
impact statement is not necessary for
this direct final rule.
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IX. Paperwork Reduction Act
Statement

This rule does not contain any
information collection requirements,
and is therefore not subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

Public Protection Notification

The NRC may not conduct or sponsor,
and a person is not required to respond
to a request for information or an
information collection requirement
unless the requesting document
displays a currently valid Office of
Management and Budget control
number.

X. Regulatory Flexibility Certification

Under the Regulatory Flexibility Act
of 1980 (5 U.S.C. 605(h)), the NRC
certifies that this rule will not, if issued,
have a significant economic impact on
a substantial number of small entities.
This direct final rule affects only
nuclear power plant licensees and NAC.
These entities do not fall within the
scope of the definition of small entities
set forth in the Regulatory Flexibility
Act or the size standards established by
the NRC (10 CFR 2.810).

XI. Regulatory Analysis

On July 18, 1990 (55 FR 29181), the
NRC issued an amendment to 10 CFR
part 72 to provide for the storage of
spent nuclear fuel under a general
license in cask designs approved by the
NRC. Any nuclear power reactor
licensee can use NRC-approved cask
designs to store spent nuclear fuel if it
notifies the NRC in advance, the spent
fuel is stored under the conditions
specified in the cask’s CoC, and the
conditions of the general license are
met. A list of NRC-approved cask
designs is contained in 10 CFR 72.214.
On November 21, 2008 (73 FR 70587),
the NRC issued an amendment to 10
CFR part 72 that approved the NAC
MAGNASTOR® Cask System design by
adding it to the list of NRC-approved
cask designs in 10 CFR 72.214.

By letter dated December 11, 2015,
NAC submitted an application to amend
the NAC MAGNASTOR® Cask System
as described in Section IV, “Discussion
of Changes,” of this document.

The alternative to this action is to
withhold approval of Amendment No. 6
and to require any 10 CFR part 72
general licensee seeking to load spent
nuclear fuel into the NAC
MAGNASTOR® Cask System under the
changes described in Amendment No. 6
to request an exemption from the
requirements of 10 CFR 72.212 and
72.214. Under this alternative, each
interested 10 CFR part 72 licensee
would have to prepare, and the NRC
would have to review, a separate
exemption request, thereby increasing
the administrative burden upon the
NRC and the costs to each licensee.

Approval of the direct final rule is
consistent with previous NRC actions.
Further, as documented in the PSER and
the environmental assessment, the
direct final rule will have no adverse
effect on public health and safety or the
environment. This direct final rule has
no significant identifiable impact or
benefit on other Government agencies.
Based on this regulatory analysis, the
NRC concludes that the requirements of
the direct final rule are commensurate
with the NRC’s responsibilities for
public health and safety and the
common defense and security. No other
available alternative is believed to be as
satisfactory, and therefore, this action is
recommended.

XII. Backfitting and Issue Finality

The NRC has determined that the
backfit rule (10 CFR 72.62) does not
apply to this direct final rule. Therefore,
a backfit analysis is not required. This
direct final rule revises CoC No. 1031
for the NAC MAGNASTOR® Cask
System, as currently listed in 10 CFR
72.214, “List of approved spent fuel
storage casks.” Amendment No. 6
revises NAC-MAGNASTOR TSs to align
with the NAG-MPC and NAC-UMS
TSs. The CoC No. 1031 TSs require that
a program be established and

maintained for loading, unloading, and
preparing fuel for storage without any
indication of duration for the program.
Amendment No. 6 limits maintenance
of this program until all spent fuel is
removed from the spent fuel pool and
transport operations are completed.
Related training and radiation
protection program requirements are
modified accordingly. Additionally,
Amendment No. 6 incorporates the
change to LCO 3.1.1 previously
approved by the NRC in CoC No. 1031
Amendment No. 4.

Amendment No. 6 to CoC No. 1031
for the NAC MAGNASTOR® Cask
System was initiated by NAC and was
not submitted in response to new NRC
requirements, or an NRC request for
amendment. Amendment No. 6 applies
only to new casks fabricated and used
under Amendment No. 6. These changes
do not affect existing users of the NAC
MAGNASTOR® Cask System, and
Amendment Nos. 1-3, Revisions 1, as
well as Revision 1 of the Initial
Certificate, and Amendments Nos. 4-5
continue to be effective for existing
users. While current CoC users may
comply with the new requirements in
Amendment No. 6, this would be a
voluntary decision on the part of current
users. For these reasons, Amendment
No. 6 to CoC No. 1031 does not
constitute backfitting under 10 CFR
72.62, 10 CFR 50.109(a)(1), or otherwise
represent an inconsistency with the
issue finality provisions applicable to
combined licenses in 10 CFR part 52.
Accordingly, no backfit analysis or
additional documentation addressing
the issue finality criteria in 10 CFR part
52 has been prepared by the NRC staff.

XIII. Congressional Review Act

The Office of Management and Budget
has not found this to be a major rule as
defined in the Congressional Review
Act.

XIV. Availability of Documents

The documents identified in the
following table are available to
interested persons as indicated.

Document

ADAMS
Accession No.

NAC License Amendment Request, Letter Dated December 11, 2015
Proposed CoC No. 1031, Amendment No. 6 ....
Proposed CoC No. 1031, Amendment No. 6—Technical Specifications, Appendix A
Proposed CoC No. 1031, Amendment No. 6—Technical Specifications, Appendix B
CoC No. 1031, Amendment No. 6—Preliminary Safety Evaluation Report

ML15349A941
ML16119A101
ML16119A110
ML16119A118
ML16119A123

The NRC may post materials related
to this document, including public
comments, on the Federal rulemaking
Web site at http://www.regulations.gov

under Docket ID NRC-2016-0137. The
Federal rulemaking Web site allows you
to receive alerts when changes or
additions occur in a docket folder. To

subscribe: (1) Navigate to the docket
folder (NRC-2016-0137); (2) Click the
“Sign up for Email Alerts” link; and (3)
Enter your email address and select how
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frequently you would like to receive
emails (daily, weekly, or monthly).

List of Subjects in 10 CFR Part 72

Administrative practice and
procedure, Criminal penalties,
Hazardous waste, Indians,
Intergovernmental relations, Manpower
training programs, Nuclear energy,
Nuclear materials, Occupational safety
and health, Penalties, Radiation
protection, Reporting and recordkeeping
requirements, Security measures, Spent
fuel, Whistleblowing.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; the Nuclear Waste Policy
Act of 1982, as amended; and 5 U.S.C.
552 and 553; the NRC is adopting the
following amendments to 10 CFR part
72:

PART 72—LICENSING
REQUIREMENTS FOR THE
INDEPENDENT STORAGE OF SPENT
NUCLEAR FUEL, HIGH-LEVEL
RADIOACTIVE WASTE, AND
REACTOR-RELATED GREATER THAN
CLASS C WASTE

m 1. The authority citation for part 72
continues to read as follows:

Authority: Atomic Energy Act of 1954,
secs. 51, 53, 57, 62, 63, 65, 69, 81, 161, 182,
183, 184, 186, 187, 189, 223, 234, 274 (42
U.S.C. 2071, 2073, 2077, 2092, 2093, 2095,
2099, 2111, 2201, 2210e, 2232, 2233, 2234,
2236, 2237, 2238, 2273, 2282, 2021); Energy
Reorganization Act of 1974, secs. 201, 202,
206, 211 (42 U.S.C. 5841, 5842, 5846, 5851);
National Environmental Policy Act of 1969
(42 U.S.C. 4332); Nuclear Waste Policy Act
of 1982, secs. 117(a), 132, 133, 134, 135, 137,
141, 145(g), 148, 218(a) (42 U.S.C. 10137(a),
10152, 10153, 10154, 10155, 10157, 10161,
10165(g), 10168, 10198(a)); 44 U.S.C. 3504
note.

m 2.In §72.214, Certificate of
Compliance 1031 is revised to read as
follows:

§72.214 List of approved spent fuel
storage casks.
* * * * *

Certificate Number: 1031.

Initial Certificate Effective Date:
February 4, 2009, superseded by Initial
Certificate, Revision 1, on February 1,
2016.

Initial Certificate, Revision 1, Effective
Date: February 1, 2016.

Amendment Number 1 Effective Date:
August 30, 2010, superseded by
Amendment Number 1, Revision 1, on
February 1, 2016.

Amendment Number 1, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 2 Effective Date:
January 30, 2012, superseded by

Amendment Number 2, Revision 1, on
February 1, 2016.

Amendment Number 2, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 3 Effective Date:
July 25, 2013, superseded by
Amendment Number 3, Revision 1, on
February 1, 2016.

Amendment Number 3, Revision 1,
Effective Date: February 1, 2016.

Amendment Number 4 Effective Date:
April 14, 2015.

Amendment Number 5 Effective Date:
June 29, 2015.

Amendment Number 6 Effective Date:
December 21, 2016.

SAR Submitted by: NAC
International, Inc.

SAR Title: Final Safety Analysis
Report for the MAGNASTOR® System.

Docket Number: 72—1031.

Certificate Expiration Date: February
4, 2029.

Model Number: MAGNASTOR®.

* * * * *

Dated at Rockville, Maryland, this 23rd day
of September, 2016.

For the Nuclear Regulatory Commission.
Glenn M. Tracy,
Acting Executive Director for Operations.
[FR Doc. 2016—24317 Filed 10—6-16; 8:45 am]
BILLING CODE 7590-01-P

FARM CREDIT ADMINISTRATION

12 CFR Parts 600, 602, 603, and 606
RIN 3052-AD17

FCA Organization; Updates and
Technical Corrections

AGENCY: Farm Credit Administration.
ACTION: Notice of effective date.

SUMMARY: The Farm Credit
Administration (FCA, we, Agency or
our) amended our regulations to reflect
changes to the FCA’s organizational
structure and correct the zip code for
the field office located in Irving, TX. In
addition, references in our regulations
to various FCA offices, which have
changed, have been revised. We also re-
ordered the list of FCA offices into a
more logical progression that is
consistent with FCA’s organizational
chart. In accordance with the law, the
effective date of the rule is no earlier
than 30 days from the date of
publication in the Federal Register
during which either or both Houses of
Congress are in session.

DATES: Effective Date: Under the
authority of 12 U.S.C. 2252, the
regulation amending 12 CFR parts 600,
602, 603, and 606 published on July 22,

2016 (81 FR 47691) is effective October

7, 2016.

FOR FURTHER INFORMATION CONTACT:

Michael T. Wilson, Policy Analyst,
Office of Regulatory Policy, Farm
Credit Administration, McLean, VA
22102-5090, (703) 883—4124, TTY
(703) 883—4056,

or

Autumn Agans, Attorney-Advisor,
Office of General Counsel, Farm
Credit Administration, McLean, VA
22102-5090, (703) 883—4020, TTY
(703) 883—4056.

SUPPLEMENTARY INFORMATION: The Farm

Credit Administration amended our

regulations to reflect changes to the

FCA’s organizational structure and

correct the zip code for the field office

located in Irving, TX. In addition,
references in our regulations to various

FCA offices, which have changed, have

been revised. We also re-ordered the list

of FCA offices into a more logical
progression that is consistent with

FCA’s organizational chart. In

accordance with 12 U.S.C. 2252, the

effective date of the final rule is no
earlier than 30 days from the date of
publication in the Federal Register
during which either or both Houses of

Congress are in session. Based on the

records of the sessions of Congress, the

effective date of the regulations is

October 7, 2016.

(12 U.S.C. 2252(a)(9) and (10))

Dale L. Aultman,

Secretary, Farm Credit Administration Board.
[FR Doc. 2016-24313 Filed 10-6-16; 8:45 am]
BILLING CODE 6705-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 23

[Docket No. FAA-2016-9224; Special
Conditions No. 23-277-SC]

Special Conditions: Beechcraft, Model
A36, Bonanza Airplanes; as Modified
by Avionics Design Services, Ltd.;
Installation of Rechargeable Lithium
Battery

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the Beechcraft, Model A36,
Bonanza airplane. This airplane, as
modified by Avionics Design Services,
Ltd., will have a novel or unusual
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design feature associated with the use of
a replacement option of a lithium
battery instead of nickel-cadmium and
lead-acid rechargeable batteries. The
applicable airworthiness regulations do
not contain adequate or appropriate
safety standards for this design feature.
These special conditions contain the
additional safety standards that the
Administrator considers necessary to
establish a level of safety equivalent to
that established by the existing
airworthiness standards.
DATES: The effective date of these
special conditions is October 7, 2016.
We must receive your comments by
November 21, 2016.

ADDRESSES: Send comments identified
by docket number FAA-2016-9224
using any of the following methods:

e Federal eRegulations Portal: Go to
http://www.regulations.gov and follow
the online instructions for sending your
comments electronically.

e Mail: Send comments to Docket
Operations, M—-30, U.S. Department of
Transportation (DOT), 1200 New Jersey
Avenue SE., Room W12-140, West
Building Ground Floor, Washington,
DG, 20590-0001.

e Hand Delivery of Courier: Take
comments to Docket Operations in
Room W12-140 of the West Building
Ground Floor at 1200 New Jersey
Avenue SE., Washington, DC, between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays.

e Fax:Fax comments to Docket
Operations at 202—493-2251.

Privacy: The FAA will post all
comments it receives, without change,
to http://regulations.gov, including any
personal information the commenter
provides. Using the search function of
the docket Web site, anyone can find
and read the electronic form of all
comments received into any FAA
docket, including the name of the
individual sending the comment (or
signing the comment for an association,
business, labor union, etc.). DOT’s
complete Privacy Act Statement can be
found in the Federal Register published
on April 11, 2000 (65 FR 19477-19478),
as well as at http://DocketsInfo.dot.gov.

Docket: Background documents or
comments received may be read at
http://www.regulations.gov at any time.
Follow the online instructions for
accessing the docket or go to the Docket
Operations in Room W12-140 of the
West Building Ground Floor at 1200
New Jersey Avenue SE., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT:
Quentin Coon, Federal Aviation
Administration, Aircraft Certification

Service, Small Airplane Directorate,
ACE-112, 901 Locust, Room 301,
Kansas City, MO; telephone (816) 329—
4168; facsimile (816) 329-4090.
SUPPLEMENTARY INFORMATION: The FAA
has determined that notice and
opportunity for prior public comment
hereon are impracticable because these
procedures would significantly delay
issuance of the approval design and
thus delivery of the affected aircraft. In
addition, the FAA has determined, in
accordance with 5 U.S. C. 553(b)(3)(B)
and 553(d)(3), that notice and
opportunity for prior public comment
hereon are unnecessary because the
substance of these special conditions
has been subject to the public comment
process in several prior instances with
no substantive comments received. The
FAA therefore finds that good cause
exists for making these special
conditions effective upon issuance.

Spﬁg;asl &%r?d" Company/airplane model
23-15-01- Kestrel Aircraft Company/
SC1. Model K-350.
23-09-02SC2 | Cessna Aircraft Company/
Model 525C (CJ4).
23-08-05— Spectrum Aeronautical, LLC/
SCs. Model 40.

Comments Invited

We invite interested people to take
part in this rulemaking by sending
written comments, data, or views. The
most helpful comments reference a
specific portion of the special
conditions, explain the reason for any
recommended change, and include
supporting data. We ask that you send
us two copies of written comments.

We will consider all comments we
receive on or before the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions
based on the comments we receive.

Background

On September 17, 2015, Avionics
Design Services, Ltd., (Avionics)
applied for a supplemental type
certificate (STC) to install a rechargeable

1 http://rgl.faa.gov/Regulatory_and_Guidance_
Library/rgSC.nsf/0/39B156 CO06EB842E86257EF
3004BB13C?OpenDocument&Highlight=installation
% 200f% 20rechargeable % 20lithium % 20battery.

2 http://rgl.faa.gov/Regulatory_and_Guidance_
Library/rgSC.nsf/0/902232309C19F0D4862575
CB0045AC0D?OpenDocument&Highlight=
installation % 200f% 20rechargeable % 20lithium
%20battery.

3 http://rgl.faa.gov/Regulatory_and_Guidance_
Library/rgSC.nsf/0/28E630294DCC27
B986257513005968A37OpenDocument&Highlight=
installation % 200f% 20rechargeable % 20lithium
%20battery.

lithium battery on the Model A36
Bonanza airplane. The Model A36
airplane is a normal category airplane,
powered by a single-piston engine that
drives an aircraft propeller, with
passenger seating up to six (6) and a
maximum takeoff weight of 3600
pounds.

The current regulatory requirements
for part 23 airplanes do not contain
adequate requirements for the
application of rechargeable lithium
batteries in airborne applications. This
type of battery possesses certain failure
and operational characteristics with
maintenance requirements that differ
significantly from that of the nickel-
cadmium (Ni-Cd) and lead-acid
rechargeable batteries currently
approved in other normal, utility,
acrobatic, and commuter category
airplanes. Therefore, the FAA is
proposing this special condition to
address (1) all characteristics of the
rechargeable lithium batteries and their
installation that could affect safe
operation of the modified Model A36
airplane, and (2) appropriate
Instructions for Continued
Airworthiness (ICAW) that include
maintenance requirements to ensure the
availability of electrical power from the
batteries when needed.

Type Certification Basis

Under the provisions of Title 14, Code
of Federal Regulations (CFR) 21.101,
Avionics must show that the Model A36
airplane, as changed, continues to meet
the applicable provisions of the
regulations incorporated by reference in
Type Certificate Data Sheet No. 3A154
or the applicable regulations in effect on
the date of application for the change.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 23) do not contain
adequate or appropriate safety standards
for the Model A36 airplane because of
a novel or unusual design feature,
special conditions are prescribed under
the provisions of § 21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Model A36 airplane
must comply with the fuel vent and
exhaust emission requirements of 14
CFR part 34 and the noise certification
requirements of 14 CFR part 36.

The FAA issues special conditions, as
defined in §11.19, under §11.38 and
they become part of the type
certification basis under § 21.101.

Special conditions are initially
applicable to the models for which they

4 http://rgl.faa.gov/Regulatory_and_Guidance
Library/rgMakeModel.nsf/0/360C62B668
F4C1878625801B0069FB5F?OpenDocument.
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are issued. Should the applicant apply
for an STC to modify any other model
included on the same type certificate to
incorporate the same novel or unusual
design feature, these special conditions
would also apply to the other model
under §21.101.

Novel or Unusual Design Features

The Beechcraft Model A36 airplane
will incorporate the following novel or
unusual design features:

The installation of a rechargeable
lithium battery as a main or engine start
aircraft battery.

Discussion

The applicable part 23 airworthiness
regulations governing the installation of
batteries in general aviation airplanes,
including § 23.1353, were derived from
Civil Air Regulations (CAR) 3 as part of
the recodification that established 14
CFR part 23. The battery requirements,
which are identified in § 23.1353, were
a rewording of the CAR requirements
that did not add any substantive
technical requirements. An increase in
incidents involving battery fires and
failures that accompanied the increased
use of Ni-Cd batteries in aircraft resulted
in rulemaking activities on the battery
requirements for small airplanes. These
regulations were incorporated into
§23.1353(f) and (g), which apply only to
Ni-Cd battery installations.

The introduction of lithium batteries
into aircraft raises some concern about
associated battery or cell monitoring
systems and the impact to the electrical
system when monitoring components
fail. Associated battery or cell
monitoring systems (e.g., temperature,
state of charge, etc.) should be evaluated
with respect the expected extremes in
the aircraft operating environment.

Lithium batteries typically have
different electrical impedance
characteristics than Ni-Cd or lead-acid
batteries. Avionics needs to evaluate
other components of the aircraft
electrical system with respect to these
characteristics.

Presently, there is limited experience
with use of rechargeable lithium
batteries and rechargeable lithium
battery systems in applications
involving commercial aviation.
However, other users of this technology,
ranging from personal computers,
wireless telephone manufacturers to the
electric vehicle industry, have noted
safety problems with rechargeable
lithium batteries. These problems
include overcharging, over-discharging,
flammability of cell components, cell
internal defects, and during exposure to
extreme temperatures that are described
in the following paragraphs.

1. Overcharging: In general,
rechargeable lithium batteries are
significantly more susceptible than their
Ni-Cd or lead-acid counterparts to
thermal runway, which is an internal
failure that can result in self-sustaining
increases in temperature and pressure.
This is especially true for overcharging
which causes heating and
destabilization of the components of the
cell, leading to the formation (by
plating) of highly unstable metallic
lithium. The metallic lithium can ignite,
resulting in a self-sustaining fire or
explosion. Finally, the severity of
thermal runaway due to overcharging
increases with increasing battery
capacity due to the higher amount of
electrolyte in large batteries.

2. Over-discharging: Discharge of
some types of rechargeable lithium
battery cells beyond the manufacturer’s
recommended specification can cause
corrosion of the electrodes of the cell,
resulting in loss of battery capacity that
cannot be reversed by recharging. This
loss of capacity may not be detected by
the simple voltage measurements
commonly available to flight crews as a
means of checking battery status—a
problem shared with Ni-Cd batteries. In
addition, over-discharging has the
potential to lead to an unsafe condition
(creation of dendrites that could result
in internal short circuit during the
recharging cycle).

3. Flammability of Cell Components:
Unlike Ni-Cd and lead-acid batteries,
some types of rechargeable lithium
batteries use liquid electrolytes that are
flammable. The electrolyte can serve as
a source of fuel for an external fire, if
there is a breach of the battery
container.

4. Cell Internal Defects: The
rechargeable lithium batteries and
rechargeable battery systems have a
history of undetected cell internal
defects. These defects may or may not
be detected during normal operational
evaluation, test and validation. This
may lead to an unsafe condition during
in service operation.

5. Extreme Temperatures: Exposure to
an extreme temperature environment
has the potential to create major
hazards. Care must be taken to ensure
that the lithium battery remains within
the manufacturer’s recommended
specification.

These problems experienced by users
of lithium batteries raise concern about
the use of lithium batteries in aviation.
The intent of the proposed special
condition is to establish appropriate
airworthiness standards for lithium
battery installations in the Model A36
airplanes and to ensure, as required by
§§23.1309 and 23.601, that these battery

installations are not hazardous or
unreliable.
Applicability

The special conditions are applicable
to the Model A36 airplane. Should
Avionics apply at a later date for an STC
to modify any other model included on
Type Certificate No. 3A15, to
incorporate the same novel or unusual
design feature, the special conditions
would apply to that model as well.

Conclusion

This action affects only certain novel
or unusual design features on the Model
A36 airplane. It is not a rule of general
applicability and affects only the
applicant who applied to the FAA for
approval of these features on the
airplane.

The substance of these special
conditions has been subjected to the
notice and comment period in several
prior instances and has been derived
without substantive change from those
previously issued. It is unlikely that
prior public comment would result in a
significant change from the subject
contained herein. Therefore, notice and
opportunity for prior public comment
hereon are unnecessary and the FAA
finds good cause, in accordance with 5
U.S. Code §§553(b)(3)(B) and 553(d)(3),
making these special conditions
effective upon issuance. The FAA is
requesting comments to allow interested
persons to submit views that may not
have been submitted in response to the
prior opportunities for comment
described above.

List of Subjects in 14 CFR Part 23

Aircraft, Aviation safety, Signs and
symbols.

Citation

m The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113 and
44701; 14 CFR 21.16 and 21.101; and 14 CFR
11.38 and 11.19.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the
supplemental type certification basis for
Beechcraft, Model A36 airplanes
modified by Avionics Design Services,
Ltd.

1. Installation of Lithium Battery

The FAA adopts that the following
special conditions be applied to lithium
battery installations on the Model A36
airplanes in lieu of the requirements
§23.1353(a)(b)(c)(d)(e), amendment 49.
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Lithium battery installations on the
Model A36 airplanes must be designed
and installed as follows:

a. Safe cell temperatures and
pressures must be maintained during
any probable charging or discharging
condition, or during any failure of the
charging or battery monitoring system
not shown to be extremely remote. The
lithium battery installation must be
designed to preclude explosion or fire in
the event of those failures.

b. Lithium batteries must be designed
to preclude the occurrence of self-
sustaining, uncontrolled increases in
temperature or pressure.

c. No explosive or toxic gasses
emitted by any lithium battery in
normal operation or as the result of any
failure of the battery charging or
monitoring system, or battery
installation not shown to be extremely
remote, may accumulate in hazardous
quantities within the airplane.

d. Lithium batteries that contain
flammable fluids must comply with the
flammable fluid fire protection
requirements of 14 CFR 23.863(a)
through (d).

e. No corrosive fluids or gases that
may escape from any lithium battery
may damage airplane structure or
essential equipment.

f. Each lithium battery installation
must have provisions to prevent any
hazardous effect on structure or
essential systems that may be caused by
the maximum amount of heat the
battery can generate during a short
circuit of the battery or of its individual
cells.

g. Lithium battery installations must
have—

(1) A system to control the charging
rate of the battery automatically to
prevent battery overheating or
overcharging, or

(2) A battery temperature sensing and
over-temperature warning system with a
means for automatically disconnecting
the battery from its charging source in
the event of an over-temperature
condition or,

(3) A battery failure sensing and
warning system with a means for
automatically disconnecting the battery
from its charging source in the event of
battery failure.

h. Any lithium battery installation
functionally required for safe operation
of the airplane, must incorporate a
monitoring and warning feature that
will provide an indication to the
appropriate flight crewmembers,
whenever the capacity and state of
charge of the batteries have fallen below
levels considered acceptable for
dispatch of the airplane.

i. The ICAW must contain
recommended manufacturer’s
maintenance and inspection
requirements to ensure that batteries,
including single cells, meet a
functionally safe level essential to the
aircraft’s continued airworthiness.

(1) The ICAW must contain operating
instructions and equipment limitations
in an installation maintenance manual.

(2) The ICAW must contain
installation procedures and limitations
in a maintenance manual, sufficient to
ensure that cells or batteries, when
installed according to the installation
procedures, still meet safety functional
levels essential to the aircraft’s
continued airworthiness. The
limitations must identify any unique
aspects of the installation.

(3) The ICAW must contain corrective
maintenance procedures to check
battery capacity at manufacturer’s
recommended inspection intervals.

(4) The ICAW must contain scheduled
servicing information to replace
batteries at manufacturer’s
recommended replacement time.

(5) The ICAW must contain
maintenance and inspection
requirements how to check visually for
battery and charger degradation.

j. Batteries in a rotating stock (spares)
that have degraded charge retention
capability or other damage due to
prolonged storage must be checked at
manufacturer’s recommended
inspection intervals.

k. If the lithium battery application
contains software and/or complex
hardware, in accordance with AC 20—
1155 and AC 20-152,% they should be
developed to the standards of DO-178
for software and DO-254 for complex
hardware.

Compliance with the requirements of
this Special Condition must be shown
by test or analysis, with the concurrence
of the New York Aircraft Certification
Office.

Issued in Kansas City, Missouri on
September 28, 2016.

William Schinstock,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2016—24343 Filed 10—6-16; 8:45 am]
BILLING CODE 4910-13-P

5 http://rgl.faa.gov/Regulatory and_Guidance_
Library/rgAdvisoryCircular.nsf/0/E35FBC0060
E2159186257BBE00719FB3?OpenDocument&
Highlight=ac%2020-115b.

6 http://rgl.faa.gov/Regulatory_and_Guidance_
Library/rgAdvisoryCircular.nsf/0/6 D4AEOBF
1BDE3579862570360055D1197Open
Document&Highlight=ac%2020-152.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2016-3986; Directorate
Identifier 2015-NM-147-AD; Amendment
39-18661; AD 2016-19-12]

RIN 2120-AA64
Airworthiness Directives; The Boeing
Company Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
The Boeing Company Model 747-400,
747-400D, and 747-400F series
airplanes. This AD was prompted by a
determination that a certain fastener
type in the fuel tank walls has
insufficient bond to the structure, and
an electrical wiring short could cause
arcing to occur at the ends of fasteners
in the fuel tanks. This AD requires the
installation of new clamps and
polytetrafluoroethylene (TFE) sleeves on
the wire bundles of the front spars and
rear spars of the wings. This AD also
requires inspecting the existing TFE
sleeves under the wire bundle clamps
for correct installation, and replacement
if necessary. We are issuing this AD to
prevent potential ignition sources in the
fuel tank in the event of a lightning
strike or high-powered short circuit, and
consequent fire or explosion.

DATES: This AD is effective November
14, 2016.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of November 14, 2016.

ADDRESSES: For service information
identified in this final rule, contact
Boeing Commercial Airplanes,
Attention: Data & Services Management,
P.O. Box 3707, MC 2H-65, Seattle, WA
98124-2207; telephone: 206-544-5000,
extension 1; fax: 206—766—5680;
Internet: https://
www.myboeingfleet.com. You may view
this referenced service information at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW.,
Renton, WA. For information on the
availability of this material at the FAA,
call 425-227-1221. It is also available
on the Internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2016—
3986.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
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www.regulations.gov by searching for
and locating Docket No. FAA-2016—
3986; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (phone: 800-647-5527) is
Docket Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Tung Tran, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Seattle Aircraft Certification Office
(ACO), 1601 Lind Avenue SW., Renton,
WA 98057-3356; phone: 425-917-6505;
fax: 425-917-6590; email:
Tung.Tran@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to certain The Boeing Company
Model 747-400, 747—-400D, and 747—
400F series airplanes. The NPRM
published in the Federal Register on
March 1, 2016 (81 FR 10537) (“the
NPRM”). The NPRM was prompted by
a determination that a certain fastener

type in the fuel tank walls has
insufficient bond to the structure, and
an electrical wiring short could cause
arcing to occur at the ends of fasteners
in the fuel tanks. The NPRM proposed
to require the installation of new clamps
and TFE sleeves on the wire bundles of
the front spars and rear spars of the
wings. The NPRM also proposed to
require inspecting the existing TFE
sleeves under the wire bundle clamps
for correct installation, and replacement
if necessary. We are issuing this AD to
prevent potential ignition sources in the
fuel tank in the event of a lightning
strike or high-powered short circuit, and
consequent fire or explosion.

Comments

We gave the public the opportunity to
participate in developing this AD. The
following presents the comments
received on the NPRM and the FAA’s
response to each comment.

Support for the NPRM

Boeing supported the content of the
NPRM. United Airlines had no objection
to the NPRM.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting this AD
as proposed, except for minor editorial
changes. We have determined that these
minor changes:

ESTIMATED COSTS

e Are consistent with the intent that
was proposed in the NPRM for
correcting the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Related Service Information Under 1
CFR Part 51

We reviewed Boeing Special
Attention Service Bulletin 747-28—
2324, Revision 1, dated July 27, 2015.
The service information describes
procedures for installing new clamps
and TFE sleeves on the wire bundles of
the front spars and rear spars of the
wings. The service information also
describes procedures for inspecting TFE
sleeves under the wire bundle clamps
that were installed using the procedures
specified in Boeing Special Attention
Service Bulletin 747-28-2324, dated
November 3, 2014, for correct
installation, and replacing them if
necessary. This service information is
reasonably available because the
interested parties have access to it
through their normal course of business
or by the means identified in the
ADDRESSES section.

Costs of Compliance
We estimate that this AD affects 135
airplanes of U.S. registry.

We estimate the following costs to
comply with this AD:

Action Labor cost Parts cost Cost per product Cost on U.S. operators
Installation of wire bundle Up to 7 work-hours x $85 per hour = $595 ......... $138 | Up to $733 ............ Up to $98,955.
clamps.
Inspection .......ccccevvrvenennnnne Up to 5 work-hours x $85 per hour = $425 ......... 0|Upto$425 ........... Up to $57,375.

We have received no definitive data
that enables us to provide cost estimates
for the on-condition actions specified in
this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII:
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in Subtitle VII,
Part A, Subpart III, Section 44701:
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations

for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a ““significant regulatory
action” under Executive Order 12866,

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979),

(3) Will not affect intrastate aviation
in Alaska, and

(4) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
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the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2016-19-12 The Boeing Company:
Amendment 39-18661; Docket No.
FAA-2016-3986; Directorate Identifier
2015-NM-147-AD.

(a) Effective Date
This AD is effective November 14, 2016.

(b) Affected ADs

None.
(c) Applicability

This AD applies to The Boeing Company
Model 747-400, 747—400D, and 747—400F
series airplanes, certificated in any category,
as identified in Boeing Special Attention
Service Bulletin 747-28-2324, Revision 1,
dated July 27, 2015.

(d) Subject

Air Transport Association (ATA) of
America Code 28, Fuel.

(e) Unsafe Condition

This AD was prompted by a determination
that a certain fastener type in the fuel tank
walls has insufficient bond to the structure,
and an electrical wiring short could cause
arcing to occur at the ends of fasteners in the
fuel tanks. We are issuing this AD to prevent
potential ignition sources in the fuel tank in
the event of a lightning strike or high-
powered short circuit, and consequent fire or
explosion.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Installation/Inspection

Within 60 months after the effective date
of this AD, do the actions specified in
paragraph (g)(1) or (g)(2) of this AD, as
applicable.

(1) For airplanes on which the
modification specified in Boeing Special
Attention Service Bulletin 747-28-2324,
dated November 3, 2014, has not been done
as of the effective date of this AD: Install new
clamps and polytetrafluoroethylene (TFE)
sleeves on the wire bundles of the front spars
and rear spars of the wings, in accordance
with the Accomplishment Instructions of
Boeing Special Attention Service Bulletin
747-28-2324, Revision 1, dated July 27,
2015.

(2) For airplanes on which the
modification specified in Boeing Special
Attention Service Bulletin 747-28-2324,
dated November 3, 2014, has been done as

of the effective date of this AD: Do a detailed
inspection of the TFE sleeves under the wire
bundle clamps for correct installation, and
replace the sleeves if not correctly installed,
in accordance with the Accomplishment
Instructions of Boeing Special Attention
Service Bulletin 747—-28-2324, Revision 1,
dated July 27, 2015.

(h) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Seattle Aircraft
Certification Office (ACQO), FAA, has the
authority to approve AMOCs for this AD, if
requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the ACO, send it to the
attention of the person identified in
paragraph (i) of this AD. Information may be
emailed to: 9-ANM-Seattle-ACO-AMOC-
Requests@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(3) An AMOC that provides an acceptable
level of safety may be used for any repair,
alteration, or modification required by this
AD if it is approved by the Boeing
Commercial Airplanes Organization
Designation Authorization (ODA) that has
been authorized by the Manager, Seattle
ACO, to make those findings. For a repair
method to be approved, the repair method,
modification deviation, or alteration
deviation must meet the certification basis of
the airplane, and the approval must
specifically refer to this AD.

(i) Related Information

For more information about this AD,
contact Tung Tran, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA, Seattle
Aircraft Certification Office (ACO), 1601 Lind
Avenue SW., Renton, WA 98057-3356;
phone: 425-917-6505; fax: 425-917-6590;
email: Tung.Tran@faa.gov.

(j) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Boeing Special Attention Service
Bulletin 747-28-2324, Revision 1, dated July
27, 2015.

(ii) Reserved.

(3) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H—-65,
Seattle, WA 98124-2207; telephone: 206—
544-5000, extension 1; fax: 206—766—5680;
Internet: https://www.myboeingfleet.com.

(4) You may view this referenced service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
WA. For information on the availability of
this material at the FAA, call 425-227-1221.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on
September 13, 2016.

Michael Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2016—22707 Filed 10-6—16; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 216

[Docket No. FDA-1999-N-0194 (Formerly
99N-4490)]

RIN 0910-AH08

Additions and Modifications to the List
of Drug Products That Have Been
Withdrawn or Removed From the
Market for Reasons of Safety or
Effectiveness

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
amending its regulations to revise the
list of drug products that have been
withdrawn or removed from the market
because the drug products or
components of such drug products have
been found to be unsafe or not effective.
Drugs appearing on this list may not be
compounded under the exemptions
provided by sections 503A and 503B of
the Federal Food, Drug, and Cosmetic
Act (the FD&C Act). Specifically, the
rule adds 24 entries to this list of drug
products, modifies the description of
one entry on this list, and revises the
list’s title and introductory language.
These revisions are necessary because
information has come to the Agency’s
attention since March 8, 1999, when
FDA published the original list as a final
rule.

DATES: This rule is effective November
7, 2016.

FOR FURTHER INFORMATION CONTACT:
Edisa Gozun, Center for Drug Evaluation
and Research (HFD-310), Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, Rm. 5199,
Silver Spring, MD 20993-0002, 301—
796-3110.
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Executive Summary

Purpose of the Regulatory Action

FDA is amending its regulations to
revise the list of drug products that have
been withdrawn or removed from the
market because the drug products or
components of such drug products have
been found to be unsafe or not effective
(referred to as “‘the withdrawn or
removed list” or “‘the list”) (§216.24 (21
CFR 216.24)). Drugs appearing on the
withdrawn or removed list may not be
compounded under the exemptions
provided by sections 503A and 503B of
the FD&C Act. In this final rulemaking,
the Agency is finalizing in part the
proposed amendments to § 216.24 set
forth in the proposed rule published in
the Federal Register of July 2, 2014 (79
FR 37687).

Section 503A of the FD&C Act (21
U.S.C. 353a) refers to a list published by
the Secretary of Health and Human
Services in the Federal Register of drug
products that have been withdrawn or
removed from the market because such
drug products or components of such
drug products have been found to be
unsafe or not effective. Furthermore,
section 503A(c)(1) of the FD&C Act
states that the Secretary shall issue
regulations to implement section 503A
and that before issuing regulations to
implement section 503A(b)(1)(C)
pertaining to the withdrawn or removed
list, among other sections, the Secretary
shall convene and consult an advisory
committee on compounding unless the
Secretary determines that the issuance
of such regulations before consultation
is necessary to protect the public health.

In addition, section 503B of the FD&C
Act (21 U.S.C. 353Db) refers to a list

published by the Secretary of drugs that
have been withdrawn or removed from
the market because such drugs or
components of such drugs have been
found to be unsafe or not effective.

After soliciting public comments and
consulting with the Pharmacy
Compounding Advisory Committee
(Advisory Committee), FDA is issuing
this final rule revising and updating the
list in § 216.24 for purposes of both
sections 503A and 503B of the FD&C
Act. FDA may update this list in the
future as necessary when information
comes to the Agency’s attention
indicating that changes to the list are
needed.

Summary of the Major Provisions of the
Regulatory Action in Question

The final rule: (1) Adds 24 entries to
the list of drug products in § 216.24 that
cannot be compounded for human use
under the exemptions provided by
either section 503A or 503B of the FD&C
Act because they have been withdrawn
or removed from the market because
such drug products or components of
such drug products have been found to
be unsafe or not effective, (2) modifies
one entry already on the list to add an
exception that allows a drug product to
be compounded under certain
circumstances, and (3) modifies the title
of part 216 and the introductory text of
§216.24.

Costs and Benefits

The Agency is not aware of any
routine compounding for human use of
the drug products that are the subject of
this rule, and therefore does not
estimate any compliance costs or loss of
sales as a result of finalizing regulations
making these drugs ineligible for
exemptions under sections 503A and
503B of the FD&C Act. The Agency has
determined that this rule is not a
significant regulatory action as defined
by Executive Order 12866.

I. Background: The Provisions of 503A
and 503B Pertaining to the Withdrawn
or Removed List

Section 503A of the FD&C Act
describes the conditions that must be
satisfied for human drug products
compounded by a licensed pharmacist
or licensed physician to be exempt from
the following three sections of the FD&C
Act: (1) Section 501(a)(2)(B) (21 U.S.C.
351(a)(2)(B)) (concerning current good
manufacturing practice); (2) section
502(f)(1) (21 U.S.C. 352(f)(1))
(concerning the labeling of drugs with
adequate directions for use); and (3)
section 505 (21 U.S.C. 355) (concerning
the approval of drugs under new drug

applications (NDAs) or abbreviated new
drug applications (ANDAs)).

Section 503B of the FD&C Act created
a new category of “outsourcing
facilities.” Outsourcing facilities, as
defined in section 503B of the FD&C
Act, are facilities that meet certain
conditions described in section 503B,
including registering with FDA as an
outsourcing facility. If these conditions
are satisfied, a drug compounded for
human use by or under the direct
supervision of a licensed pharmacist in
an outsourcing facility is exempt from
three sections of the FD&C Act: (1)
Section 502(f)(1), (2) section 505, and (3)
section 582 (21 U.S.C. 360eee—1)
(concerning drug supply chain security),
but not from section 501(a)(2)(B).

One of the conditions that must be
satisfied to qualify for the exemptions
under both sections 503A and 503B of
the FD&C Act is that the compounder
does not compound a drug product that
appears on a list published by the
Secretary of drug products that have
been withdrawn or removed from the
market because such drug products or
components of such drug products have
been found to be unsafe or not effective
(withdrawn or removed list) (see
sections 503A(b)(1)(C) and 503B(a)(4) of
the FD&C Act).

II. Proposed Rule and Final Rule

A. The Proposed Rule

In the Federal Register of July 2,
2014, FDA proposed to revise the list of
drug products that have been
withdrawn or removed from the market
because the drug products or
components of such drug products have
been found to be unsafe or not effective
(the July 2014 proposed rule). Drugs
appearing on this list may not be
compounded under the exemptions
provided by sections 503A and 503B of
the FD&C Act. Specifically, FDA
proposed to add 25 entries to this list of
drug products and to modify the
description of one entry on this list to
add an exception for products
compounded under certain
circumstances. The preamble of the
proposed rule explained that these
revisions are necessary to ensure the list
of drug products in § 216.24 reflects
information that has come to the
Agency'’s attention since FDA published
the original list in the 1999 final rule.
Given that nearly identical criteria
apply for a drug product to be included
on the list referred to in section
503A(b)(1)(C) and the list referred to in
section 503B(a)(4) of the FD&C Act, FDA
proposed revising and updating the list
at § 216.24 for purposes of both sections
503A and 503B.
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As with the original list, the primary
focus of the July 2014 proposed rule and
this final rule is on drug products that
have been withdrawn or removed from
the market because they have been
found to be unsafe. FDA may propose at
a later date to add other drug products
to the list that have been withdrawn or
removed from the market because they
have been found to be not effective, or
to update the list as information
becomes available to the Agency
regarding products that were withdrawn
or removed from the market because
they have been found to be unsafe.

In the preamble of the July 2014
proposed rule, FDA also invited
comments on the appropriate procedure
to update the list in the future. FDA
described the provisions of sections
503A and 503B of the FD&C Act
regarding how the Agency is to create
and update the list, and noted the
differences between the procedures set
forth in sections 503A and 503B. The
Agency explained that it believes that
the timely sharing of information about
safety concerns relating to compounding
drugs for human use is essential to the
protection of public health. FDA also
explained that it is concerned that
consulting with the Advisory
Committee and completing the
rulemaking process are likely to
contribute to substantial delay in
updating the list to reflect current safety
information. FDA therefore announced
that the Agency was seeking an
alternative procedure to update the
withdrawn or removed list in the future
and solicited public comment. FDA also
stated that it would specify in the final
rule the procedure it will use to update
the list in the future.

B. Presentation to the Advisory
Committee

At a meeting held on February 23 and
24, 2015 (see the Federal Register of
January 26, 2015 (80 FR 3967)), FDA
presented to the Advisory Committee
the 25 entries it proposed to include on
the list and the proposed modification
to the listing for one entry. The
Advisory Committee voted in favor of
including each drug product entry on
the list as proposed by FDA. In addition,
because FDA had received a comment
on the July 2014 proposed rule
requesting that FDA clarify the entry for
adenosine phosphate, FDA presented a
potential modification to the Advisory
Committee and the Committee voted in
favor of the modification.

C. The Final Rule

1. List of Drug Products

The Agency has considered the record
of the February 2015 Advisory
Committee deliberations, that Advisory
Committee’s votes, and the comments
submitted on the July 2014 proposed
rule (see section III). Based on the
information before FDA and its own
knowledge and expertise, FDA is:

o Adding 24 entries to the withdrawn
or removed list in § 216.24 as written in
the proposed rule; and

¢ Modifying the description of one
drug product entry already on this list,
bromfenac sodium, to add an exception
when the product is compounded under
certain circumstances as written in the
proposed rule.

At this time, FDA is not finalizing the
entry in the proposed rule for all
extended-release drug products
containing oxycodone hydrochloride
that have not been determined by FDA
to have abuse-deterrent properties. The
addition of an entry to the withdrawn or
removed list for oxycodone
hydrochloride remains under
consideration by FDA.

2. A Single Withdrawn or Removed List
Will Apply for the Purposes of Both
Sections 503A and 503B

Given that nearly identical criteria
apply for a drug to be included on the
list referred to in section 503A(b)(1)(C)
and the list referred to in section
503B(a)(4) of the FD&C Act, FDA is
revising and updating the list at § 216.24
for purposes of both sections 503A and
503B. The list in § 216.24 applies to
compounders seeking to qualify for the
exemptions under section 503A and
outsourcing facilities seeking to qualify
for the exemptions under section 503B.
Drug products that appear on this list
have been withdrawn or removed from
the market because they have been
found to be unsafe or not effective and
may not be compounded for human use
under the exemptions provided by
either section 503A or 503B of the FD&C
Act.

3. Procedure for Updating the List Going
Forward

After consideration of the comments
submitted on the July 2014 proposed
rule (see section III of this document),
at this time FDA intends to continue
updating the list through notice and
comment rulemaking, and we are
therefore not proposing or adopting an
alternative process with the publication
of this final rule. We recognize that
adding drug products to the list may
limit their availability, and the notice
and comment process informs interested

members of the public of how the
Agency proposes to revise the list and
gives them an opportunity to contribute
to the process. Additionally, we intend
to create a Web page, described in more
detail in the paragraphs that follow, that
contains information about any drugs
that we are considering proposing or
that we have proposed for addition to
the withdrawn or removed list. We
believe that the Web page will be a
valuable source of timely information
for patients, prescribers, and
compounders.

In the following paragraphs, FDA
discusses its current thinking about the
procedures we intend to use to revise
the withdrawn or removed list as
needed. This discussion does not create
rights or impose binding obligations on
the Agency. In section III, we respond
further to specific comments about
whether the Agency should adopt
alternative procedures.

We intend to propose regulations to
revise the withdrawn or removed list
periodically, as appropriate, as we
identify drugs that we tentatively
determine should be listed. We would
also propose regulations when we
tentatively determine that changes to
the status of drug products already on
the list should result in a revision to
their listing, for example, if some
version of a drug on the list has been
approved for marketing. As FDA
identifies drugs that it is considering for
a future rule proposal, we intend to
collect and post together on a single
page of the Agency’s Web site relevant
information about those drugs. The
information may include, for example,
Federal Register notices announcing
withdrawal of approval of a drug
application and accompanying safety
communications or information,
Federal Register notices announcing an
Agency determination that a drug
product was removed from sale for
reasons of safety or effectiveness, or
other relevant FDA Alerts, FDA Drug
Safety Communications, FDA News
Releases, Public Health Advisories, Dear
Healthcare Practitioner Letters, Citizen
Petitions, and Sponsor Letters.

If FDA determines that issuing
proposed and then final regulations to
add a drug product to the withdrawn or
removed list before consulting the
Advisory Committee is necessary to
protect the public health, then it will do
so as permitted under section 503A(c)(1)
of the FD&C Act. Based on the Agency’s
experience to date, we expect that this
will rarely be necessary, and that we
will instead generally consult the
Advisory Committee before adding a
drug product to the withdrawn or
removed list.
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When FDA consults the Advisory
Committee in the ordinary course, FDA
may issue a proposed rule announcing
proposed updates to the list prior to
convening the Advisory Committee, or
it may convene the Advisory Committee
first to discuss potential updates and
then publish a proposed rule. The order
will depend on the timing of the
Advisory Committee meetings, the
priority of matters that may be brought
before the Advisory Committee, and the
status of other compounding-related
rulemakings. There are numerous steps
that must be completed before holding
an FDA advisory committee meeting,
which make it difficult to schedule a
meeting on short notice. For instance:
(1) Meeting participants must be
contacted to determine their
availability, and travel and lodging
arrangements must be made; (2) conflict
of interest screening and review must be
completed before an advisory committee
member can participate in a particular
matter; (3) a Federal Register notice
must be published for each meeting to
announce to the public that a meeting
will be held, and it must generally be
published no later than 15 days prior to
the meeting; (4) a meeting location must
be secured; (5) meeting materials for the
committee must be compiled for
committee members, and a redacted
version must be created for posting on
the FDA Web site; numerous other
logistical steps must be completed.

Regardless of the order in which FDA
holds the Advisory Committee meeting
and issues a proposed rule, and with the
exception noted previously of the likely
to be rare instances where FDA
determines that it is necessary to revise
the list in § 216.24 prior to consultation
with the Advisory Committee to protect
the public health, FDA will only finalize
any additions or modifications to the
list after consulting the Advisory
Committee about the relevant drug or
drugs, and after FDA has provided an
opportunity for public comments to be
submitted on the proposed rule. In
addition to having an opportunity to
submit comments on any specific
proposals to the docket of the proposed
rule, members of the public will also
have an opportunity to comment on any
potential updates to the list at the
Advisory Committee meetings as well.
An open public hearing session will be
scheduled at each of these meetings,
during which interested persons will
have an opportunity to submit their
views.

In instances where FDA first consults
the Advisory Committee about a drug
product and subsequently proposes
regulations to update the list with a new
or modified entry for the drug product,

FDA generally does not expect to
convene the Advisory Committee a
second time before deciding whether to
finalize the entry. The Agency may
bring the entry back to the Advisory
Committee if that is warranted. We do
not expect this will occur very often
given the opportunity to submit views
to the Advisory Committee before the
rule is proposed and as evidenced by
the fact that we received no comments
on 25 of the 26 entries that were
proposed for addition or modification to
the list in the July 2014 proposed rule.

ITI. Comments on the Proposed Rule
and FDA’s Responses

Seven comments were submitted on
the July 2014 proposed rule. Comments
were received from two pharmacists;
two health professionals; an
organization representing health care
practitioners, as well as food and dietary
supplement companies and consumer
advocates; and two organizations
representing pharmacists. FDA has
summarized and responded to these
comments in the following paragraphs.

To make it easier to identify the
comments and FDA'’s responses, the
word “Comment,” in parentheses,
appears before the comment’s
description, and the word ‘“Response,”
in parentheses, appears before the
Agency'’s response. We have numbered
each comment to help distinguish
between different comments. Similar
comments are grouped together under
the same number, and, in some cases,
different subjects discussed in the same
comment are separated and designated
as distinct comments for purposes of
FDA’s response. The number assigned
to each comment or comment topic is
purely for organizational purposes and
does not signify the comment’s value or
importance or the order in which the
comments were received.

A. Comments on Proposed Entries for
Inclusion on the List

1. General

(Comment 1) One comment supported
the list in the proposed rule and
recommended that FDA finalize the list
as soon as possible.

(Response) FDA agrees with the
comment.

2. Specific Drug Entries for Inclusion on
the List

a. Oral Chloramphenicol (Comment
2). FDA received one comment on the
proposal to include all oral drug
products containing chloramphenicol
on the withdrawn or removed list. The
comment requested that FDA
“reconsider and reclassify

Chloramphenicol 250 mg tablets
labeling for tropical [sic] medical use
and packaging changes; rather than
withdraw from the marketplace for
developing nations [World Health
Organization,] WHO list of drug use.”
The comment stated that
chloramphenicol 250 milligrams (mg) is
used to control hemorrhagic fever-like
illnesses (e.g., Lassa Fever, Ebola) and
also stated that control and survival
benefits outweigh the risks of
thrombocytopenia and aplastic anemia
in the already anemic patient when
used in the short term appropriately.

(Response) FDA disagrees with the
suggested revisions. For the reasons that
follow, FDA will add all oral drug
products containing chloramphenicol to
the list in § 216.24.

In the Federal Register of February
11, 2009 (74 FR 6896), FDA announced
that it was withdrawing approval of
ANDA 60-591 for Chloromycetin
(chloramphenicol) Capsules 50 mg, 100
mg, and 250 mg, effective March 13,
2009. Armenpharm, Ltd., submitted a
citizen petition dated February 7, 2011
(Docket No. FDA-2011-P-0081), under
§10.30 (21 CFR 10.30), requesting that
the Agency determine whether
Chloromycetin (chloramphenicol)
Capsules, 250 mg, were withdrawn from
sale for reasons of safety or
effectiveness. After considering the
citizen petition, FDA determined that
the drug product was withdrawn for
reasons of safety or effectiveness. With
the approval of additional therapies
with less severe adverse drug effects,
FDA determined that the risks
associated with Chloromycetin
(chloramphenicol) Capsules, 250 mg, as
then labeled, outweighed the benefits.
Furthermore, Chloromycetin
(chloramphenicol) Capsules, 250 mg,
may cause a number of adverse
reactions, the most serious being bone
marrow depression (anemia,
thrombocytopenia, and
granulocytopenia temporally associated
with treatment). Additionally, prior to
the removal of the capsule drug product
from the market, a boxed warning in the
prescribing information for both
chloramphenicol sodium succinate
injection and chloramphenicol capsules
stated that serious hypoplastic anemia,
thrombocytopenia, and
granulocytopenia are known to occur
after administration of chloramphenicol.
The boxed warning also described fatal
aplastic anemia associated with
administration of the drug and aplastic
anemia attributed to chloramphenicol
that later terminated in leukemia. There
is published literature that suggests that
the risk of fatal aplastic anemia
associated with the oral formulation of
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chloramphenicol may be higher than the
risk associated with the intravenous
formulation (see the Federal Register of
July 13, 2012 (77 FR 41412)).

In December 2015, FDA initiated the
process to suspend chloramphenicol
ANDA 60-851, which was held by
Armenpharm. FDA sent a letter to
Armenpharm notifying the company of
the Agency’s initial determination that
Chloromycetin (chloramphenicol)
Capsules, 250 mg were withdrawn for
reasons of safety or effectiveness and of
the Agency’s initial decision to suspend
approval of ANDA 60-851 (See Docket
No. FDA-2011-P-0081). Under
§314.153(b)(2) (21 CFR 314.153(b)(2)),
Armenpharm had 30 days from that
notification in which to present written
comments or information bearing on the
initial decision. On December 17, 2016,
Armenpharm submitted comments
requesting an oral hearing under
§314.153(b)(4). On March 17, 2016,
however, Armenpharm withdrew its
oral hearing request.

FDA issued a notice in the Federal
Register announcing the suspension of
ANDA 60-851 (see 81 FR 64914,
September 21, 2016). In the same notice,
FDA announced the following drug
products were withdrawn from sale for
reasons of safety or effectiveness:
Chloromycetin (chloramphenicol)
Capsules, 50 mg and 100 mg; Amphicol
(chloramphenicol) Capsules, 100 mg;
and Chloromycetin Palmitate
(chloramphenicol palmitate), oral
suspension 150 mg/5 mL as currently
labeled.

After reviewing the comment
regarding the proposed oral
chloramphenicol entry, FDA reassessed
whether to include oral
chloramphenicol on the list, and if so,
how to describe the entry. FDA’s
January 2015 review on oral
chloramphenicol (available as Tab 8 of
Ref. 1 of the briefing document for the
February 2015 Advisory Committee
meeting) determined that oral
chloramphenicol formulations,
regardless of the specific oral forms and
strengths, are expected to have a safety
profile similar to that of
chloramphenicol capsules, 250 mg.
Furthermore, FDA’s January 2015
review on oral chloramphenicol noted
that the Agency was not aware of any
evidence that chloramphenicol has
antiviral activity against causative
agents of viral hemorrhagic fever,
including Ebola. Chloramphenicol’s
mechanism of antibacterial action is by
binding to the 50S subunit of the
bacterial ribosome, a structure not found
in viruses. Therefore, there is no
putative mechanism to expect antiviral
activity.

This FDA review on oral
chloramphenicol was presented to the
Advisory Committee on February 23,
2015, and the Advisory Committee
voted in favor of the Agency’s proposal
to include all oral drug products
containing chloramphenicol on the list.

b. Adenosine Phosphate (Comment 3).
FDA received one comment asking that
FDA clarify whether the entry for
adenosine phosphate that was part of
the original list finalized in 1999 is
intended to include all three forms of
adenosine phosphate (mono-, di-, and
triphosphate).

(Response) For the reasons that
follow, FDA declines to modify the
entry for adenosine phosphate on the
list in § 216.24 at this time.

The preamble of the 1998 proposed
rule to establish the original list (see 63
FR 54082, October 8, 1998) stated that
adenosine phosphate, formerly
marketed as a component of Adeno for
injection, Adco for injection, and other
drug products, was determined to be
neither safe nor effective for its intended
uses as a vasodilator and an anti-
inflammatory. FDA directed the removal
of these drug products from the market
in 1973.

After reviewing the comment to the
docket of the July 2014 proposed rule
regarding the adenosine phosphate
entry, FDA began to assess whether to
modify the adenosine phosphate entry
and, if so, how.

FDA prepared a review on adenosine
phosphate (available as Tab 7 of Ref. 1
of the briefing document for the
February 2015 Advisory Committee
meeting) and consulted with the
Advisory Committee on February 23,
2015 on the comment, as discussed in
section IL.B.

Ultimately, FDA determined that it is
unnecessary to modify the entry for
adenosine phosphate on the list in
§216.24 at this time. None of the
substances raised in the comment
(adenosine 5-monophosphate (AMP),
adenosine 5’-diphosphate (ADP), and
adenosine 5’-triphosphate (ATP)) satisfy
the requirements for a bulk drug
substance that may be used in
compounding under either section 503A
or section 503B.1 Consequently, at this
time, a drug product compounded with
AMP, ADP, or ATP would be ineligible

1 These substances are not the subject of an

applicable United States Pharmacopeia or National
Formulary monograph, a component of an FDA-
approved drug, on a list of bulk drug substances
established by FDA that may be used in
compounding, or on a drug shortage list in effect
under section 506E of the FD&C Act (21 U.S.C.
356¢e). See section 503A(b)(A)(i) and section
503B(a)(2)(A) of the FD&C Act.

for the exemptions provided under
either section 503A or section 503B.

c. Propoxyphene. No comments were
submitted regarding propoxyphene.
Since the time the proposed rule was
published, however, FDA announced in
the Federal Register of September 12,
2014 (79 FR 54729) that it was
withdrawing approval of three
propoxyphene products. The holders of
the applications for the three products
had been given notice of opportunity for
a hearing in the Federal Register of
March 10, 2014 (79 FR 13308) (the
March 10, 2014, notice), and no timely
request for a hearing on the matter was
received. In addition, FDA announced
in the Federal Register of April 15, 2016
(81 FR 22283), that it was correcting a
notice that appeared in the Federal
Register of March 10, 2014 (79 FR
13308). The March 10, 2014, notice
announced the withdrawal of approval
of 54 propoxyphene products with
agreement from holders of the affected
applications. The April 15, 2016, notice
added one additional propoxyphene
product, NDA 017507, held by
Xanodyne Pharmaceuticals, to the table
of products for which approval was
withdrawn with agreement from the
holders of the affected applications.

B. Comments on Other Issues

1. Ripeness of Proposed Rule

(Comment 4) FDA received two
comments suggesting that the issuance
of the July 2014 proposed rule was
premature. The comments expressed
concern that FDA had proposed adding
drug products to the previously existing
list of drug products withdrawn from
the market for safety and efficacy
reasons without first obtaining input
from the Advisory Committee. One of
the comments further suggested that the
proposed rule be withdrawn until such
time as the drug products, proposed to
be added, could be reviewed by the
Advisory Committee.

(Response) FDA notes that the July
2014 Federal Register notice was a
notice of proposed rulemaking, not a
final rule. Section 503A(c)(1) of the
FD&C Act states that before issuing
regulations to implement section
503A(b)(1)(C) pertaining to the
withdrawn or removed rule (among
other sections), the Secretary shall
convene and consult an advisory
committee on compounding unless the
Secretary determines that the issuance
of such regulations before consultation
is necessary to protect the public health.
The changes in a proposed rule are not
effective or implemented unless and
until a proposed rule is finalized.
Because the Agency convened and
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consulted the Advisory Committee on
February 23, 2015, regarding each of the
amendments to the list we are finalizing
in the present rule, the Agency has
satisfied the statutory requirements of
section 503A(c)(1) of the FD&C Act.

2. Single List

(Comment 5) One comment suggested
that the Agency should finalize its
proposal to publish one list for both
section 503A and section 503B of the
FD&C Act.

(Response) FDA agrees with this
comment.

C. Comments on Updating the List

FDA received comments from five
different submitters on the procedure
for updating the list.

(Comment 6) FDA received two
comments regarding a specific
alternative approach to the current
process of issuing first a proposed rule
followed by a final rule before adopting
any additions or modifications to the
list. One comment recommended use of
an interim final rule or final rule with
comment to allow for the flexibility to
review public input, yet incorporate the
latest safety information into the
practice of compounding. Another
comment recommended that in
instances where public health may be of
significant concern, the Agency convene
an emergency meeting of the Advisory
Committee within 5 business days to
obtain specific input and
recommendations to the Secretary for
immediate inclusion of a drug product
on the list.

(Response) As noted previously in
section II.C.3, there are numerous steps
that must be completed before holding
an FDA advisory committee meeting,
which make it difficult to schedule a
meeting on short notice. In the likely to
be rare instances where FDA determines
that it is necessary to revise the list in
§ 216.24 prior to consultation with the
Advisory Committee to protect the
public health, FDA will add the drug to
the list prior to consultation with the
Advisory Committee under section
503A(c)(1) of the FD&C Act.

With respect to issuing interim final
rules or final rules with comment, the
Agency’s current thinking is that the
process described in section II.C.3 will
allow the Agency to provide timely
public notice of emerging safety
information and appropriate
opportunity for interested persons to
comment before FDA revises the
withdrawn or removed list.

(Comment 7) FDA received a
comment suggesting that upon receipt of
a notice to withdraw a product from the
market for safety and efficacy reasons by

the NDA or ANDA holder, FDA inform
the Advisory Committee and include a
review of that request on the
Committee’s next scheduled meeting
agenda.

(Response) FDA does not agree that it
should inform the Advisory Committee
when it is advised by an NDA or ANDA
holder that the NDA or ANDA holder
has removed a drug from the market for
safety or efficacy reasons, or that such
a drug should necessarily be included
on the Advisory Committee’s next
scheduled meeting agenda. FDA
considers but does not rely solely on an
NDA or ANDA holder’s assertions or
representations to determine whether a
drug has been withdrawn or removed
from the market because it has been
found to be unsafe or not effective.
Rather, the Agency considers a range of
information before the Agency, such as
information provided by the NDA or
ANDA holder, information contained in
the Agency’s files, and the Agency’s
independent evaluation of relevant
literature and data on possible
postmarketing adverse events. When the
Agency decides to propose a change, it
will proceed as described previously in
section II.C. The timing of any
consultation with the Advisory
Committee will also depend on, among
other things, the timing of the Advisory
Committee meetings and the relative
priority of matters that may be brought
before the Advisory Committee.

(Comment 8) Another comment
recommended soliciting public input
specifically on how to incorporate the
“do not compound” list when
publishing intent to withdraw a drug.

(Response) FDA does not believe it is
necessary or that it would be efficient to
separately solicit public input every
time the Agency publishes a notice in
the Federal Register of its intent to
withdraw approval of a drug.

When the Agency publishes a notice
in the Federal Register of its intent to
withdraw approval of a drug, it does so
to give a particular party or parties
notice and an opportunity for a hearing
on the proposed withdrawal. This
process may or may not result in a
withdrawal of approval of the
application, and even if the application
is withdrawn the reasons may not relate
to the safety or efficacy of the drug.
Whether or how a drug should be
included on the withdrawn or removed
list under sections 503A and 503B of the
FD&C Act is a separate question. In
general, as discussed previously in this
document in section II.C.3, interested
members of the public will have the
opportunity to review and comment on
any proposals to add a drug to or revise

an entry for a drug already on the
withdrawn or removed list.

(Comment 9) FDA received several
comments opposing any approach to
updating the withdrawn or removed list
that would eliminate public review from
the process. One comment stated that
FDA already has the ability to remove
from the market any drug that is
dangerous and claimed that this does
not justify completely eliminating
public involvement in the process of
making additions to the withdrawn or
removed list. Another suggested that
additions and changes to the withdrawn
or removed list be made through notice
and comment rulemaking, observing
that such a notice and comment period
will allow stakeholders to review FDA’s
safety and efficacy concerns for a
particular drug product prior to addition
to the withdrawn or removed list. One
comment recommended incorporating
public discussion about how to address
a drug on the list when convening a
drug advisory committee. One suggested
all additions to the list go through an
advisory committee that is open to
public comment. One suggested that no
revisions to the list occur without the
input and review of the Advisory
Committee.

(Response) We appreciate these
comments, and as explained in section
I1.C.3., at this time we have decided not
to adopt or propose an alternative
process to notice and comment
rulemaking for revising the withdrawn
or removed list. Additionally, FDA
intends to consult the Advisory
Committee prior to placing a drug on
the withdrawn or removed list unless
we determine that the issuance of such
regulations before consultation is
necessary to protect the public health.
These procedures provide ample
opportunity for public input regarding
additions or modifications to the list,
including: (1) An opportunity to present
relevant information at an open public
hearing held when the Advisory
Committee meets to consider proposed
revisions to the list and (2) an
opportunity to submit comments on
each proposed rule before it is finalized.

(Comment 10) One comment
recommended that all drug products
currently on the list be reviewed by the
Advisory Committee on an annual basis
to determine whether any change in
therapy or use of those drugs
necessitates either removal or the
clarification of certain salts, dosage
forms, or other clinical application to
assure accessibility of medications for
patients.

(Response) FDA has considered this
comment and does not believe it is
necessary to require an annual review
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by the Advisory Committee of all drug
products on the list. Such a review is
not necessary, practical, or feasible.
Once a drug has been added to the list,
FDA does not expect that there will
frequently be a need to revise the entry
for that drug. FDA intends to monitor
future approvals, withdrawals, or
removals of listed drugs, to consult
other relevant information that may
suggest a need for revisions to the list,
and to propose modifications as
appropriate. In addition, members of the
public can submit a citizen petition at
any time under § 10.30 requesting that
FDA modify or remove an entry on the
list (with adequate data to support their
request), and FDA will consider and
respond to the petition.

(Comment 11) One comment
recommended that FDA issue an annual
request in the Federal Register for
submissions by the public of drug
products to be reviewed and considered
for inclusion on the list, inform the
Advisory Committee of any submitted
drug products, and include a review of
those submissions on the Advisory
Committee’s next scheduled meeting
agenda.

(Response) FDA disagrees with the
suggestion to issue an annual request in
the Federal Register for submissions by
the public of drug products to be
reviewed and considered for inclusion
on the list. We welcome suggestions by
the public of drug products to consider
and review for inclusion on the list, or
of a modification to an entry in the list,
at any time through the citizen petition
process (see response to comment 10).
We do not wish to restrict the
submissions of such suggestions to just
once a year. FDA does intend to consult
with Advisory Committee as described
in section II.C.3.

D. Miscellaneous Comments

(Comment 12) One comment stated
that nowhere within the proposed rule
is there a formal process for reviewing,
updating, and informing the
compounding community of changes or
updates to the list of drugs withdrawn
or removed from the market for safety
and efficacy reasons. The comment
contends this is of grave concern to the
pharmacy community and one which
must be addressed.

(Response) FDA agrees that the
compounding community should be
informed of and have an opportunity to
review and comment on proposed
revisions to the list of drugs at § 216.24,
that have been withdrawn or removed
from the market because they have been
found to be unsafe or not effective. The
process outlined in section II.C.3
provides notice and an opportunity to

comment to the compounding
community and to the general public.
Further, as noted elsewhere, members of
the compounding community and other
members of the public can submit a
citizen petition at any time under
§10.30, requesting that FDA modify or
remove an entry on the list (with
adequate data to support their request),
and FDA will consider and respond to
the petition.

(Comment 13) One comment
suggested that the Secretary establish
minimum criteria that must be met
before any drug product may be added
to the withdrawn or removed list.

(Response) FDA disagrees with this
comment. The criteria that must be met
to place a drug on the withdrawn or
removed list are laid out in the statute.
Under sections 503A and 503B of the
FD&C Act, drug products on the
withdrawn or removed list are those
that have been withdrawn or removed
from the market because such drug
products or components of such drug
products have been found to be unsafe
or not effective. At this time, FDA does
not believe it would be helpful to issue
guidance or regulations to further define
or interpret this standard. Instead, FDA
intends to discuss in any rulemaking the
basis for the Agency’s proposal to add
a drug product to the list or to modify
an entry on the list.

(Comment 14) One comment observed
that under both sections 503A and 503B
of the FD&C Act, drugs may be added
to the list if they have been found to be
not effective. The comment went on to
note that without the crucial check in
the rulemaking process afforded by
public review, FDA would be able to
ban from compounding any drug on the
pretext of it being ‘“not effective.”

(Response) As described in section
II.C.3, FDA intends to revise the list by
using notice-and-comment rulemaking
and, generally, to consult the Advisory
Committee. Interested members of the
public will have the opportunity to
submit their views through this process.
In addition, in the preamble to the July
2014 proposed rule, FDA observed that
as with the original list, the primary
focus of the July 2014 proposed rule was
on drug products that have been
withdrawn or removed from the market
because they have been found to be
unsafe. FDA further stated that FDA
may propose at a later date to add to the
list other drug products that have been
withdrawn or removed from the market
because they have been found to be not
effective, or to update the list as
information becomes available to the
Agency regarding products that have
been removed from the market because
they have been found to be unsafe.

(Comment 15) One comment
suggested that when updating the list, a
process be considered by which FDA
will consider exemptions (for example,
when a drug or drug component may be
compounded for a specific formulation,
strength, or route of administration).

(Response) FDA agrees that
sometimes it may be appropriate to
except a specific formulation (including
strength), dosage form, or route of
administration of a drug on the list.
Indeed, as discussed further in FDA’s
response to the following comment,
FDA has already engaged in this
practice when it deems such exceptions
appropriate. Going forward, when FDA
is considering an addition or
modification to the list, FDA will
continue to consider the
appropriateness of such exceptions on a
case-by-case basis.

(Comment 16) One comment advised
that ingredients should be banned
completely and absolutely with great
caution.

(Response) With respect to whether
drugs on the withdrawn or removed list
may be used in compounding, as FDA
indicated in the preamble to the July
2014 proposed rule, most drugs on the
list may not be compounded in any
form. There are, however, two categories
of exceptions. In the first category, a
particular formulation, indication,
dosage form, or route of administration
of a drug is explicitly excluded from an
entry on the list because an approved
drug containing the same active
ingredient(s) has not been withdrawn or
removed from the market because it has
been found to be unsafe or not effective.
For such drugs, the formulation,
indication, dosage form, or route of
administration expressly excluded from
the list may be eligible for the
exemptions provided in sections 503A
and 503B of the FD&C Act. In the
second category, some drugs are listed
only with regard to certain formulations,
concentrations, indications, routes of
administration, or dosage forms because
they have been found to be unsafe or not
effective in those particular
formulations, concentrations,
indications, routes of administration, or
dosage forms.

In addition, FDA notes that just
because a drug is on the withdrawn or
removed list does not mean it is banned
completely and absolutely from
compounding. In certain circumstances,
if warranted, drugs that have been
withdrawn or removed from the market
could be made available for use under
FDA regulations on expanded access at
21 CFR part 312, subpart I. If conditions
in the regulations are met, expanded
access programs allow the use of a drug
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in a clinical setting to treat patients with
a serious or immediately life-threatening
disease or a condition that has no
comparable or satisfactory alternative
therapies to diagnose, monitor, or treat
the patient’s disease or condition (see
Guidance for Industry, Expanded
Access to Investigational Drugs for
Treatment Use—Questions and Answers
(June 2016), available at: http://
www.fda.gov/downloads/Drugs/
GuidanceComplianceRegulatory
Information/Guidances/
UCM351261.pd}).

FDA will apply the statutory standard
for placing drugs on the withdrawn or
removed list, and intends to follow the
process described in section I1.C.3 to
consult with the Advisory Committee
and provide the public with notice and
opportunity for comment.

IV. Legal Authority

Sections 503A and 503B of the FD&C
Act provide the principal legal authority
for this final rule. As described in
section I of this document, section 503A
of the FD&C Act describes the
conditions that must be satisfied for
human drug products compounded by a
licensed pharmacist or licensed
physician to be exempt from three
sections of the FD&C Act (sections
501(a)(2)(B), 502(f)(1), and 505). One of
the conditions that must be satisfied to
qualify for the exemptions under section
503A of the FD&C Act is that the
licensed pharmacist or licensed
physician does not compound a drug
product that appears on a list published
by the Secretary in the Federal Register
of drug products that have been
withdrawn or removed from the market
because such drug products or
components of such drug products have
been found to be unsafe or not effective
(see section 503A(b)(1)(C) of the FD&C
Act). Section 503A(c)(1) of the FD&C
Act also states that the Secretary shall
issue regulations to implement section
503A, and that before issuing
regulations to implement section
503A(b)(1)(C) pertaining to the
withdrawn or removed rule, among
other sections, the Secretary shall
convene and consult an advisory
committee on compounding unless the
Secretary determines that the issuance
of such regulations before consultation
is necessary to protect the public health.

Section 503B of the FD&C Act
describes the conditions that must be
satisfied for a drug compounded for
human use by or under the direct
supervision of a licensed pharmacist in
an outsourcing facility to be exempt
from three sections of the FD&C Act
(sections 502(f)(1), 505, and 582). One of
the conditions in section 503B of the

FD&C Act that must be satisfied to
qualify for the exemptions is that the
drug does not appear on a list published
by the Secretary of drugs that have been
withdrawn or removed from the market
because such drugs or components of
such drugs have been found to be unsafe
or not effective (see section 503B(a)(4)).
To be eligible for the exemptions in
section 503B, a drug must be
compounded in an outsourcing facility
in which the compounding of drugs
occurs only in accordance with section
503B, including as provided in section
503B(a)(4).

Therefore, sections 503A and 503B of
the FD&C Act and our general
rulemaking authority in section 701(a)
of the FD&C Act (21 U.S.C. 371(a))
together serve as our principal legal
authority for this final rule revising
FDA'’s regulations on drug products
withdrawn or removed from the market
because the drug product or a
component of the drug product have
been found to be unsafe or not effective
in §216.24.

V. Analysis of Environmental Impact

FDA has determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VI. Economic Analysis of Impacts

FDA has examined the impacts of the
rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612) and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this rule is not a
significant regulatory action as defined
by Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because small businesses are
not expected to incur any compliance
costs or loss of sales due to this
regulation, we certify that this rule will
not have a significant economic impact
on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before issuing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $146
million, using the most current (2015)
Implicit Price Deflator for the Gross
Domestic Product. We do not expect
this rule to result in any 1-year
expenditure that would meet or exceed
this amount.

This rule amends § 216.24 concerning
human drug compounding. Specifically,
the rule adds to and modifies the list of
drug products that may not be
compounded under the exemptions
provided by sections 503A and 503B of
the FD&C Act because the drug products
have been withdrawn or removed from
the market because such drug products
or components of such drug products
have been found to be unsafe or not
effective (see section II). The rule adds
24 entries to the list and modifies the
description of one drug entry on the list.
The Agency is not aware of any routine
compounding of these drug products
and, therefore, does not estimate any
compliance costs or loss of sales as a
result of the prohibition against
compounding these drugs for human
use.

Unless an Agency certifies that a rule
will not have a significant economic
impact on a substantial number of small
entities, the Regulatory Flexibility Act
requires Agencies to analyze regulatory
options to minimize any significant
economic impact of a regulation on
small entities. Most pharmacies meet
the Small Business Administration
definition of a small entity, which is
defined as having annual sales less than
$25.5 million for this industry. The
Agency is not aware of any routine
compounding of these drug products
and does not estimate any compliance
costs or loss of sales to small businesses
as a result of the prohibition against
compounding these drugs. Therefore,
the Agency certifies that this rule will
not have a significant economic impact
on a substantial number of small
entities.

VIIL. Paperwork Reduction Act of 1995

The submission of comments on this
rule were submissions in response to a
Federal Register notice, in the form of
comments, which are excluded from the
definition of “information” under 5 CFR
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1320.3(h)(4) of Office of Management
and Budget regulations on the
Paperwork Reduction Act (i.e., facts or
opinions submitted in response to
general solicitations of comments from
the public, published in the Federal
Register or other publications,
regardless of the form or format thereof,
provided that no person is required to
supply specific information pertaining
to the commenter, other than that
necessary for self-identification, as a
condition of the Agency’s full
consideration of the comment). The rule
contains no other collection of
information.

VIII. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that this final rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
Agency concludes that the rule does not
contain policies that have federalism
implications as defined in the Executive
order and, consequently, a federalism
summary impact statement is not
required.

IX. References

In addition to the references placed
on display in the Division of Dockets
Management for the proposed rule
under Docket No. FDA-1999-N-0194
(formerly 99N—4490), the following
reference is on display in the Division
of Dockets Management (HF A—-305),
Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD
20852 under Docket No. FDA-1999-N—
0194 (formerly 99N—4490) and is
available for viewing by interested
persons between 9 a.m. and 4 p.m.,
Monday through Friday; it is also
available electronically at http://
www.regulations.gov. (FDA has verified
the Web site address in this reference
section as of the date this document
publishes in the Federal Register, but
Web sites are subject to change over
time.)

1. Briefing Information for the February 23—
24, 2015, Meeting of the Pharmacy
Compounding Advisory Committee
(available at http://www.fda.gov/
AdvisoryCommittees/Committees
MeetingMaterials/Drugs/Pharmacy
CompoundingAdvisoryCommittee/
ucm433803.htm).

For the convenience of the reader, the
regulatory text of § 216.24 provided
with this final rule includes the drug

products described in this final rule and
the drug products codified by the 1999
final rule.

List of Subjects in 21 CFR Part 216

Drugs, Prescription drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 216 is
amended as follows:

PART 216—HUMAN DRUG
COMPOUNDING

m 1. The authority citation for part 216
is revised to read as follows:

Authority: 21 U.S.C. 351, 352, 353a, 353b,
355, and 371.

m 2. The heading for part 216 is revised
to read as set forth above.

m 3. Section 216.24 is revised to read as
follows:

§216.24 Drug products withdrawn or
removed from the market for reasons of
safety or effectiveness.

The following drug products were
withdrawn or removed from the market
because such drug products or
components of such drug products have
been found to be unsafe or not effective.
The following drug products may not be
compounded under the exemptions
provided by section 503A(a) or section
503B(a) of the Federal Food, Drug, and
Cosmetic Act:

Adenosine phosphate: All drug
products containing adenosine
phosphate.

Adrenal cortex: All drug products
containing adrenal cortex.

Alatrofloxacin mesylate: All drug
products containing alatrofloxacin
mesylate.

Aminopyrine: All drug products
containing aminopyrine.

Astemizole: All drug products
containing astemizole.

Azaribine: All drug products
containing azaribine.

Benoxaprofen: All drug products
containing benoxaprofen.

Bithionol: All drug products
containing bithionol.

Bromfenac sodium: All drug products
containing bromfenac sodium (except
ophthalmic solutions).

Butamben: All parenteral drug
products containing butamben.

Camphorated oil: All drug products
containing camphorated oil.

Carbetapentane citrate: All oral gel
drug products containing
carbetapentane citrate.

Casein, iodinated: All drug products
containing iodinated casein.

Cerivastatin sodium: All drug
products containing cerivastatin
sodium.

Chloramphenicol: All oral drug
products containing chloramphenicol.

Chlorhexidine gluconate: All tinctures
of chlorhexidine gluconate formulated
for use as a patient preoperative skin
preparation.

Chlormadinone acetate: All drug
products containing chlormadinone
acetate.

Chloroform: All drug products
containing chloroform.

Cisapride: All drug products
containing cisapride.

Cobalt: All drug products containing
cobalt salts (except radioactive forms of
cobalt and its salts and cobalamin and
its derivatives).

Dexfenfluramine hydrochloride: All
drug products containing
dexfenfluramine hydrochloride.

Diamthazole dihydrochloride: All
drug products containing diamthazole
dihydrochloride.

Dibromsalan: All drug products
containing dibromsalan.

Diethylstilbestrol: All oral and
parenteral drug products containing 25
milligrams or more of diethylstilbestrol
per unit dose.

Dihydrostreptomycin sulfate: All drug
products containing
dihydrostreptomycin sulfate.

Dipyrone: All drug products
containing dipyrone.

Encainide hydrochloride: All drug
products containing encainide
hydrochloride.

Esmolol hydrochloride: All parenteral
dosage form drug products containing
esmolol hydrochloride that supply 250
milligrams/milliliter of concentrated
esmolol per 10-milliliter ampule.

Etretinate: All drug products
containing etretinate.

Fenfluramine hydrochloride: All drug
products containing fenfluramine
hydrochloride.

Flosequinan: All drug products
containing flosequinan.

Gatifloxacin: All drug products
containing gatifloxacin (except
ophthalmic solutions).

Gelatin: All intravenous drug
products containing gelatin.

Glycerol, iodinated: All drug products
containing iodinated glycerol.

Gonadotropin, chorionic: All drug
products containing chorionic
gonadotropins of animal origin.

Grepafloxacin: All drug products
containing grepafloxacin.

Mepazine: All drug products
containing mepazine hydrochloride or
mepazine acetate.

Metabromsalan: All drug products
containing metabromsalan.

Methamphetamine hydrochloride: All
parenteral drug products containing
methamphetamine hydrochloride.
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Methapyrilene: All drug products
containing methapyrilene.

Methopholine: All drug products
containing methopholine.

Methoxyflurane: All drug products
containing methoxyflurane.

Mibefradil dihydrochloride: All drug
products containing mibefradil
dihydrochloride.

Nitrofurazone: All drug products
containing nitrofurazone (except topical
drug products formulated for
dermatologic application).

Nomifensine maleate: All drug
products containing nomifensine
maleate.

Novobiocin sodium: All drug products
containing novobiocin sodium.

Oxyphenisatin: All drug products
containing oxyphenisatin.

Oxyphenisatin acetate: All drug
products containing oxyphenisatin
acetate.

Pemoline: All drug products
containing pemoline.

Pergolide mesylate: All drug products
containing pergolide mesylate.

Phenacetin: All drug products
containing phenacetin.

Phenformin hydrochloride: All drug
products containing phenformin
hydrochloride.

Phenylpropanolamine: All drug
products containing
phenylpropanolamine.

Pipamazine: All drug products
containing pipamazine.

Polyethylene glycol 3350, sodium
chloride, sodium bicarbonate,
potassium chloride, and bisacodyl: All
drug products containing polyethylene
glycol 3350, sodium chloride, sodium
bicarbonate, and potassium chloride for
oral solution, and 10 milligrams or more
of bisacodyl delayed-release tablets.

Potassium arsenite: All drug products
containing potassium arsenite.

Potassium chloride: All solid oral
dosage form drug products containing
potassium chloride that supply 100
milligrams or more of potassium per
dosage unit (except for controlled-
release dosage forms and those products
formulated for preparation of solution
prior to ingestion).

Povidone: All intravenous drug
products containing povidone.

Propoxyphene: All drug products
containing propoxyphene.

Rapacuronium bromide: All drug
products containing rapacuronium
bromide.

Reserpine: All oral dosage form drug
products containing more than 1
milligram of reserpine.

Rofecoxib: All drug products
containing rofecoxib.

Sibutramine hydrochloride: All drug
products containing sibutramine
hydrochloride.

Sparteine sulfate: All drug products
containing sparteine sulfate.

Sulfadimethoxine: All drug products
containing sulfadimethoxine.

Sulfathiazole: All drug products
containing sulfathiazole (except for
those formulated for vaginal use).

Suprofen: All drug products
containing suprofen (except ophthalmic
solutions).

Sweet spirits of nitre: All drug
products containing sweet spirits of
nitre.

Tegaserod maleate: All drug products
containing tegaserod maleate.

Temafloxacin hydrochloride: All drug
products containing temafloxacin
hydrochloride.

Terfenadine: All drug products
containing terfenadine.

3,3,4',5-tetrachlorosalicylanilide: All
drug products containing 3,3",4’,5-
tetrachlorosalicylanilide.

Tetracycline: All liquid oral drug
products formulated for pediatric use
containing tetracycline in a
concentration greater than 25
milligrams/milliliter.

Ticrynafen: All drug products
containing ticrynafen.

Tribromsalan: All drug products
containing tribromsalan.

Trichloroethane: All aerosol drug
products intended for inhalation
containing trichloroethane.

Troglitazone: All drug products
containing troglitazone.

Trovafloxacin mesylate: All drug
products containing trovafloxacin
mesylate.

Urethane: All drug products
containing urethane.

Valdecoxib: All drug products
containing valdecoxib.

Vinyl chloride: All aerosol drug
products containing vinyl chloride.

Zirconium: All aerosol drug products
containing zirconium.

Zomepirac sodium: All drug products
containing zomepirac sodium.

Dated: October 3, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 201624333 Filed 10—6-16; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF DEFENSE

Department of the Navy

32 CFR Part 706

Certifications and Exemptions Under
the International Regulations for
Preventing Collisions at Sea, 1972

AGENCY: Department of the Navy, DoD.
ACTION: Final rule.

SUMMARY: The Department of the Navy
(DoN) is amending its certifications and
exemptions under the International
Regulations for Preventing Collisions at
Sea, 1972 (72 COLREGS), to reflect that
the Deputy Assistant Judge Advocate
General (DAJAG) (Admiralty and
Maritime Law) has determined that USS
SIOUX CITY (LCS 11) is a vessel of the
Navy which, due to its special
construction and purpose, cannot fully
comply with certain provisions of the 72
COLREGS without interfering with its
special function as a naval ship. The
intended effect of this rule is to warn
mariners in waters where 72 COLREGS
apply.
DATES: This rule is effective October 7,
2016 and is applicable beginning
September 23, 2016.
FOR FURTHER INFORMATION CONTACT:
Commander Theron R. Korsak, JAGC,
U.S. Navy, Admiralty Attorney,
(Admiralty and Maritime Law), Office of
the Judge Advocate General, Department
of the Navy, 1322 Patterson Ave. SE.,
Suite 3000, Washington Navy Yard, DC
20374-5066, telephone number: 202—
685-5040.
SUPPLEMENTARY INFORMATION: Pursuant
to the authority granted in 33 U.S.C.
1605, the DoN amends 32 CFR part 706.
This amendment provides notice that
the DAJAG (Admiralty and Maritime
Law), under authority delegated by the
Secretary of the Navy, has certified that
USS SIOUX CITY (LCS 11) is a vessel
of the Navy which, due to its special
construction and purpose, cannot fully
comply with the following specific
provisions of 72 COLREGS without
interfering with its special function as a
naval ship: Annex I paragraph 2 (a)(i),
pertaining to the location of the forward
masthead light; Annex I, paragraph 3(a),
pertaining to the location of the forward
masthead light, and the horizontal
distance between the forward and after
masthead light. The DAJAG (Admiralty
and Maritime Law) has also certified
that the lights involved are located in
closest possible compliance with the
applicable 72 COLREGS requirements.
Moreover, it has been determined, in
accordance with 32 CFR parts 296 and
701, that publication of this amendment
for public comment prior to adoption is
impracticable, unnecessary, and
contrary to public interest since it is
based on technical findings that the
placement of lights on this vessel in a
manner differently from that prescribed
herein will adversely affect the vessel’s
ability to perform its military functions.

List of Subjects in 32 CFR Part 706

Marine safety, Navigation (water), and
Vessels.
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For the reasons set forth in the
preamble, the DoN amends part 706 of
title 32 of the Code of Federal
Regulations as follows:

PART 706—CERTIFICATIONS AND
EXEMPTIONS UNDER THE
INTERNATIONAL REGULATIONS FOR
PREVENTING COLLISIONS AT SEA,
1972

m 1. The authority citation for part 706
continues to read as follows:

Authority: 33 U.S.C. 1605.

m 2. Section 706.2 is amended by:

m a. In Table One, adding, in alpha
numerical order, by vessel number, an
entry for USS SIOUX CITY (LCS 11);
and

m b. In Table Five, adding, in alpha
numerical order, by vessel number, an
entry for USS SIOUX CITY (LCS 11).

§706.2 Certifications of the Secretary of
the Navy under Executive Order 11964 and
33 U.S.C. 1605.

* * * * *

TABLE ONE
Distance in meters
of forward masthead
Vessel Number light below minimum
required height.
§2(a)(i) Annex |
USS SIOUX CITY ittt ettt et et at e et e e e te e e beaeae e e st e eaee e b eeambeeaaeeeaseaaneeenbeasneeanseesnseeaseaanne LCS 11 5.98
* * * * *
TABLE FIVE
. After masthead
Masthead lights Forward light less than Percentage
not over all other masthead light not 145 ship’s length horizontal
Vessel Number lights and in forward quarter ;ﬂ ofpforwa?d separation
obstructions. of ship. masthead light. attained
Annex |, sec. 2(f) Annex |, sec. 3(a) Annex |, sec. 3(a)
USS SIOUX CITY oo LCS 11 e, X X 23

Approved: September 23, 2016.
A.S. Janin,
Captain, USN, JAGC, Deputy Assistant Judge
Advocate, General (Admiralty and Maritime
Law).

Dated: October 3, 2016.
C. Mora,

Commander, Judge Advocate General’s Corps,
U.S. Navy, Federal Register Liaison Officer.

[FR Doc. 2016—24327 Filed 10-6—16; 8:45 am|
BILLING CODE 3810-FF-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2016-0920]

Drawbridge Operation Regulation;
Inner Harbor Navigation Canal, New
Orleans, LA

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulations.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Leon C.
Simon Blvd. (Seabrook) (aka Senator
Ted Hickey) bascule bridge across the
Inner Harbor Navigation Canal, mile 4.6,
at New Orleans, Orleans Parish,
Louisiana. The deviation is necessary to
accommodate The USA Triathlon
National Championships, a New

Orleans event. This deviation allows the
bridge to remain closed-to-navigation
for ten hours on Saturday and eight
hours on Sunday.

DATES: This deviation is effective from

7 a.m. on November 5, 2016 through 3
p.m. on November 6, 2016.

ADDRESSES: The docket for this
deviation, [USCG-2016-0920] is
available at http://www.regulations.gov.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Donna Gagliano,
Bridge Administration Branch, Coast
Guard, telephone (504) 671-2128, email
Donna.Gagliano@uscg.mil.
SUPPLEMENTARY INFORMATION: Premier
Event Management, through the
Louisiana Department of Transportation
and Development (LDOTD), requested a
temporary deviation from the operating
schedule of the Leon C. Simon Blvd.
(Seabrook) (aka Senator Ted Hickey)
bascule bridge across the Inner Harbor
Navigation Canal, mile 4.6, at New
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Orleans, Orleans Parish, Louisiana. The = SUMMARY: The Environmental Protection SUPPLEMENTARY INFORMATION:
deviation was requested to Agency (EPA) is approving revisions to ~ Throughout this document, “we,” “us,”

accommodate The USA Triathlon
National Championships, a New
Orleans two-day event. The vertical
clearance of the Leon C. Simon Blvd.
(Seabrook) (aka Senator Ted Hickey)
bascule bridge is 46 feet above mean
high water in the closed-to-navigation
position and unlimited in the open-to-
navigation position. The bridge is
governed by 33 CFR 117.458(c).

This deviation is effective on
November 5, 2016 through November 6,
2016. The bridge over the Inner Harbor
Navigation Canal will be closed to
marine traffic from 7 a.m. through 5
p.m. on Saturday and from 7 a.m.
through 3 p.m. on Sunday. This
deviation allows the bridge to remain
closed-to-navigation for the duration of
the event on each day.

Navigation on the waterway consists
of small tugs with and without tows,
commercial vessels, and recreational
craft, including sailboats.

Vessels able to pass through the
bridge in the closed-to-navigation
position may do so at any time. The
bridge will be able to open for
emergencies, and there is no immediate
alternate route. The Coast Guard will
also inform the users of the waterways
through our Local and Broadcast
Notices to Mariners of the change in
operating schedule for the bridge to
minimize any impact caused by the
temporary deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

David M. Frank,

Bridge Administrator, Eighth Coast Guard
District.

[FR Doc. 2016—24290 Filed 10-6-16; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R06-OAR-2015-0425; FRL-9952-27—
Region 6]

Approval and Promulgation of Air
Quality Implementation Plans; Texas;
Control of Air Pollution From Motor
Vehicles, Vehicle Inspection and
Maintenance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

the Texas State Implementation Plan
(SIP). The revisions to the SIP were
submitted in 2015. These revisions are
related to the implementation of the
state’s motor vehicle emissions
Inspection and Maintenance (I/M)
Program. The EPA is approving these
revisions pursuant to the Clean Air Act
(CAA).

DATES: This rule will be effective on
December 6, 2016 without further notice
unless EPA receives relevant adverse
comments by November 7, 2016. If EPA
receives such comments, EPA will
publish a timely withdrawal in the
Federal Register informing the public
that the rule will not take effect.

ADDRESSES: Submit your comments,
identified by Docket No. EPA-R06—
OAR-2015-0425, at http://
www.regulations.gov or via email to
walser.john@epa.gov. Follow the online
instructions for submitting comments.
Once submitted, comments cannot be
edited or removed from Regulations.gov.
The EPA may publish any comment
received to its public docket. Do not
submit electronically any information
you consider to be Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. The EPA will generally not
consider comments or comment
contents located outside of the primary
submission (i.e. on the Web, cloud, or
other file sharing system). For
additional submission methods, please
contact John Walser, 214-665—7128,
walser.john@epa.gov. For the full EPA
public comment policy, information
about CBI or multimedia submissions,
and general guidance on making
effective comments, please visit http://
www2.epa.gov/dockets/commenting-
epa-dockets.

Docket: All documents in the docket
are listed in the www.regulations.gov
index and in hard copy at EPA Region
6, 1445 Ross Avenue, Suite 700, Dallas,
Texas. While all documents in the
docket are listed in the index, some
information may be publicly available
only at the hard copy location (e.g.,
copyrighted material), and some may
not be publicly available at either
location (e.g., CBI).

FOR FURTHER INFORMATION CONTACT: Mr.
John Walser (6PD-L), (214) 665—7128,
walser.john@epa.gov.

and “our” means EPA.
I. Background

A. What is a SIP?

Section 110 of the CAA requires states
to develop air pollution regulations and
control strategies to ensure that air
quality meets the National Ambient Air
Quality Standards (NAAQS) established
by EPA. The NAAQS are established
under section 109 of the CAA and
currently address six criteria pollutants:
Carbon monoxide, nitrogen dioxide,
ozone, lead, particulate matter, and
sulfur dioxide. A SIP is a set of air
pollution regulations, control strategies,
other means or techniques, and
technical analyses developed by the
state, to ensure that air quality in the
state meets the NAAQS. It is required by
section 110 and other provisions of the
CAA. A SIP protects air quality
primarily by addressing air pollution at
its point of origin. SIPs can be extensive,
containing state regulations or other
enforceable documents, and supporting
information such as city and county
ordinances, monitoring networks, and
modeling demonstrations. Each state
must submit any SIP revision to EPA for
approval and incorporation into the
federally-enforceable SIP.

The Texas SIP includes a variety of
control strategies, including the
regulations that outline requirements for
the motor vehicle I/M program for
applicable areas of the state.

B. What is vehicle inspection and
maintenance?

The 1990 CAA required ozone
nonattainment areas classified moderate
and higher to have vehicle inspection
and maintenance programs to ensure
that emission controls on vehicles are
properly maintained. CAA sections 182
(b)(4); (c)(3). The Texas motor vehicle
I/M program, which is referred to as the
Texas Motorist Choice (TMC) Program,
was approved by EPA in the Federal
Register on November 14, 2001 (66 FR
57261).1

The State’s TMC Program requires
that gasoline powered light-duty
vehicles, and light and heavy-duty
trucks between two and twenty-four
years old, that are registered or required
to be registered in the I/M program area,
including fleets, are subject to annual

1Previous actions taken toward full approval of
the TMC Program include: a proposed conditional
interim approval on October 3, 1996 (61 FR 51651);
an interim final conditional approval on July 11,
1997 (62 FR 37138); a direct final action on April
23, 1999 (64 FR 19910) to remove the conditions;
and a final action to approve various revisions on
July 25, 2014 (79 FR 43264).


http://www2.epa.gov/dockets/commenting-epa-dockets
http://www2.epa.gov/dockets/commenting-epa-dockets
http://www2.epa.gov/dockets/commenting-epa-dockets
http://www.regulations.gov
http://www.regulations.gov
mailto:walser.john@epa.gov
mailto:walser.john@epa.gov
http://www.regulations.gov
mailto:walser.john@epa.gov

69680

Federal Register/Vol. 81, No. 195/Friday, October 7, 2016 /Rules and Regulations

inspection and testing. Vehicles in
Dallas, Tarrant, Collin, Denton, Ellis,
Johnson, Kaufman, Parker, and
Rockwall counties in the DFW area, and
Harris, Galveston, Brazoria, Fort Bend,
and Montgomery in the HGB
nonattainment area that are 1995 and
older are subject to an ASM-2 tailpipe
test. Vehicles in those counties that are
1996 and newer receive the On-Board
Diagnostic (OBD) test in place of the
tailpipe test.

El Paso, Travis and Williamson
County I/M programs are similar and
require, in conjunction with the annual
safety inspection, for all I/M program
vehicles (gasoline powered vehicles
from 2 through 24 years old) the
administration of the two-speed idle
tailpipe test if they are model year 1995
or older, or an OBD test if they are
model year 1996 or newer.2 Vehicles in
all program areas are also currently
subject to a gas cap pressure check and
an anti-tampering inspection as part of
the statewide annual safety inspection.

C. What is the low income vehicle repair
assistance, retrofit, and accelerated
vehicle retirement program (LIRAP)?

The LIRAP is a voluntary program
that any county participating in the
Texas I/M program may elect to
implement to enhance the objectives of
the Texas I/M program. The Texas
Commission on Environmental Quality
(TCEQ) adopted the LIRAP rules on
March 27, 2002 at 27 Tex. Reg. 3194.
The LIRAP provides funding to assist
eligible vehicle owners with emissions-
related repairs, retrofits, or the option to
retire the vehicle. The LIRAP is funded
through a portion of the emissions
inspection fee. Vehicle owners who
have failed a recent emissions test and
who meet the low-income criteria may
be eligible. The LIRAP also provides
funding for local projects targeted at
improving air quality in the counties
implementing the LIRAP.

Although the LIRAP is not required
by the CAA, certain provisions relating
to the program fees have been approved
into the Texas SIP to allow for full
implementation of the State’s I/M
program.® These provisions strengthen
the SIP.

2Travis and Williamson counties were added as
part of an Early Action Compact (EAC) for the
Austin area. The EAC was a program to encourage
permanent proactive measures to prevent
nonattainment area designations under the 1997
ozone standard.

3Please see 70 FR 45542, dated August 8, 2005.

II. Overview of the June 9 and 11, 2015
State Submittals

A. June 9, 2015 Submittal

On June 9, 2015, the TCEQ submitted
SIP revisions to EPA that amended rules
related to the implementation of the
state’s motor vehicle emission I/M
program. These revisions are related to
replacing the duel windshield sticker
system for vehicle inspection and
registration with a single vehicle
registration insignia sticker and
modifying the method used to collect
the state portion of the vehicle safety
and emissions inspection fee, in
addition to minor non-programmatic
updates to rule language to correct
outdated references and for general
clarity.4

DPS implemented the changes on
March 1, 2015 in all program areas. At
present the program areas are: Dallas-
Fort Worth area (DFW), Houston-
Galveston-Brazoria area (HGB), El Paso
area, and the Austin area.

B. June 11, 2015 Submittal

On June 11, 2015, the TCEQ
submitted SIP revisions to EPA that
amended rules related to the LIRAP.
TCEQ amended the state regulations to
incorporate a new procedure for
counties to opt out of LIRAP and to be
released from program obligations,
including remittance of the fee to fund
the LIRAP. At the time the LIRAP was
established, the rules did not specify
such a procedure. The revisions define
counties participating in, in the process
of opting out, and not participating in
the LIRAP, and details the fees
associated with each county category. It
also makes other minor non-
programmatic updates to rule language
for clarity.

The June 11, 2015 revisions to the SIP
change the fee and definitions sections
of the LIRAP portion of the I/M rules.
These revisions are approvable into the
SIP as components of the State’s fee
structure to implement it’s I/M program.

III. Plan Requirements and Our
Evaluation

The revisions we are approving
address 30 TAC 114, Control of Air
Pollution from Motor Vehicles,
Subchapter A: Definitions; and
Subchapter C, Low Income Vehicle
Repair Assistance, Retrofit, and
Accelerated Vehicle Retirement
Program, Division 1: Vehicle Inspection
and Maintenance; and Division 3: Early

4House Bill (HB) 2305 was passed during the
83rd legislative session (2013). This bill eliminated
the inspection sticker resulting in a single-sticker
system and makes vehicle registration dependent
on obtaining a passing vehicle inspection.

Action Compact Counties. We have
prepared a Technical Support
Document (TSD) for this action which
details our evaluation. Our TSD may be
accessed on-line at http://
www.regulations.gov, Docket No. EPA—
R06—0OAR-2015-0425.

To determine the approvability of
these I/M revisions, we must determine
whether these revisions comply with
our Federal I/M requirements at 40 CFR
part 51, subpart S, and 40 CFR 85.2222
(Federal I/M Rules) and CAA section182
regarding I/M program requirements.

A. The June 9, 2015 Submittal

The June 9, 2015 SIP narrative
discusses how the Program meets the
above requirements, and we agree with
the State’s analysis. See 38 Tex. Reg.
7068; 7074-75. Further explanation of
our analysis of the adequacy of this
submission with respect to I/M
requirements can be found in the TSD
for this action.

On June 9, 2015, the State adopted
revisions to 30 TAC Chapter 114,
Control of Air Pollution from Motor
Vehicles, Subchapter A, Definitions,
Sections 114.1 and 114.2; and
Subchapter B: Motor Vehicle Anti-
Tampering Requirements, Section
114.21,5 and Subchapter C, Division 1:
Vehicle Inspection and Maintenance,
Sections 114.50-114.53, and Subchapter
C, Division 3: Early Action Compact
Counties, Sections 114.82—-114.84, and
114.87, and corresponding revisions to
the SIP. The SIP revisions contain a
revised narrative, rules, and supporting
documentation as outlined in the
requirements of the Federal I/M rules.
The SIP revisions will modify the
administrative aspects of the existing
Texas I/M program in order to
implement Texas House Bill 2305,
which replaces the current dual
inspection and registration sticker
system with a single sticker registration
sticker and modifies the method used to
collect the state’s portion of the vehicle
emissions inspections fee. Registrations
for non-compliant vehicles would be
denied under the single sticker system
as under the dual sticker system. 38
Tex. Reg. 7068. We find that the single
sticker system is approvable because
this change to Texas’s /M program does
not affect the program’s compliance
with any federal requirements for I/M.

The I/M rules require the TCEQ to
implement the I/M program in
conjunction with the Texas DPS. The
I/M rules also authorize the collection of
the state’s portion of the vehicle
emissions inspection fee by the DPS at

5Please see the discussion later in this
rulemaking regarding Section 114.21.
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the time that vehicle emissions
inspection station owners purchase
safety and emissions inspection
windshield stickers.

30 TAC Chapter 114 Sections 114.1
and 114.2 identify and define the terms
used in the State’s I/M regulations.
Section 114.1(4) is revised to add the
phrase “Beginning on the single sticker
transition date as defined in this
section, the safety inspection certificates
will no longer be used” for clarity
regarding the single-sticker program.
Section 114.1(5) is added to define first
vehicle registration. There is no federal
definition of the term ““first vehicle
registration”’; but this definition does
not conflict with any federal
requirement. Sections 114.1(6)—(21) are
renumbered to account for the new
subsections and contain other non-
substantive changes.

Section 114.1(15), is modified to add
new text as follows: “Single sticker
transition date—The transition date of
the single sticker system is the later of
March 1, 2015 or the date that the Texas
Department of Motor Vehicles (DMV)
and the Texas DPS concurrently
implement the single sticker system
required by the Texas Transportation
Code, Section 502.047.” ¢ This text
ensures that the terminology “‘Single
sticker transition date” is well-defined
and consistent with the Texas
Transportation Code and with federal
requirements, as applicable.
Additionally, Section 114.1(19) and (20)
are modified to add new text that define
vehicle registration and vehicle
registration insignia sticker terminology.

Section 114.2(1)(A) and (B) are
modified to clarify the definitions of
accelerated simulation mode (ASM-2)
phases, specifically the 50/15 and 25/25
modes. For example, the 25/25 mode
tests the vehicle at 25 mile per hour
(mph) using 25 percent of the vehicle
available horsepower. Section
114.2(12)—Testing Cycle is revised to
define the annual testing cycle under
the single-sticker program and add the
phrase “or beginning on the single
sticker transition date, the annual cycle
commencing with the first vehicle
registration expiration date for which a
motor vehicle is subject to a vehicle
emissions inspection”. Also, revisions
to 114.2(14)—Uncommon Part and
addition of 114.2(14)(A)—(C) add
additional clarity exceeding remaining
time prior to expiration of the safety
inspection certificate and the vehicle
registration.

These revisions to Sections 114.1 and
114.2 modify the I/M definitions as

6DPS implemented the revisions on March 1,
2015.

needed to implement the single-sticker
program or are ministerial and add
clarification. We therefore find that they
are approvable.

Section 114.21—Anti-tampering
Exemptions is also revised. However, at
the request of TCEQ,” we are not taking
action on Section 114.21, Anti-
tampering Exemptions at this time.8 We
do not need to act on this section to
approve the remaining revisions to the
I/M program in the June 9 and June 11,
2015 submittals because the Anti-
tampering program is not part of the
currently approved SIP. Therefore, the
revisions to Section 114.21 are
separable, meaning that the action we
are taking will not result in the
approved SIP being more stringent than
the State anticipated. See Bethlehem
Steel Corp. v. Gorsuch, 742 F. 2d 1028
(7th Cir. 1984); Indiana and Michigan
Elec. Co., v. EPA, 733 F. 2d 489 (7th Cir.
1984).

The SIP submittal contains revisions
to Subchapter C, Division 1: Vehicle
Inspection and Maintenance.
Specifically, Section 114.50—Vehicle
Emissions Inspection Requirements,
includes numerous revisions to Section
114.50(a)(1)-(4), (b)(1)—(6), (c) and
(d)(1)—(6) ® and makes non-substantive
changes to other provisions in this
section. The revisions implement the
single-sticker program, and add rule
clarity. Revisions to Section 114.50(d)(2)
add the following text: “Beginning on
the single sticker transition date, no
person may allow or participate in the
preparation, duplication, sale,
distribution, or false, counterfeit, or
stolen vehicle registration insignia
stickers, VIRs, VRFs,10 vehicle
emissions repair documentation, or
other documents that may be used to
circumvent applicable vehicle
emissions I/M requirements and to
commit an offense specified in Texas
Transportation Code, § 548.603.” These
revisions define rule prohibitions,
including activities that are fraudulent.
As a result, these revisions strengthen
the rule and are approvable.

The submittal contains revisions to
Section114.53 (a), (a)(1)—(3), (b)—(d), and
(d)(1)—(3) that would exempt emission
inspection stations from being required
to remit the state’s portion of the vehicle
emissions inspection fees to the DPS

7 Email from TCEQ dated July 18, 2016 requesting
EPA postpone review of Section 114.21 at this time.
This document is contained in the docket for this
rulemaking.

8 Section 110(k)(3) of the CAA provides the EPA
the authority to approve a SIP submittal in part.

9Please see our TSD for a more detailed listing/
discussion of these revisions.

10 VIRs—Vehicle Inspection Reports; VRFs—
Vehicle Repair Forms.

effective March 1, 2015. The revisions
also would lower the maximum
inspection fee collected by the
emissions inspection stations in the
DFW, HGB, El Paso and Austin I/M
program areas. Effective March 1, 2015,
the maximum inspection fee would be
lowered by the amount of the state’s
portion of the vehicle emissions
inspection fee that would be collected
by the DMV or county tax assessor-
collector at the time of registration.
Specifically, revisions to Section
114.53—Inspection and Maintenance
Fees clarify the fees that must be paid,
and timing for an emissions inspection
of a vehicle at an inspection station. For
example, Section 114.53(a)(2) clarifies
the timing of when an emission
inspection station required to conduct
an emission test may collect fees and
the amount. Beginning on the single
sticker transition date in the DFW and
extended DFW program areas, any
emissions inspection station required to
conduct an emissions test in accordance
with Section 114.50(a)(1)(A) or (B) and
(2)(A) or (B) of this title must collect a
fee not to exceed $24.50 for each ASM—
2 test and $18.50 for each OBD test.
Section 114.53 also further defines the
timing and fees for each program area in
Texas (i.e., El Paso County and the HGB
areas) subject to emissions inspection.
New Section 114.53(d)(1)—(3) defines
the process, beginning on the single-
sticker transition date, for vehicle
owners to remit the vehicle emissions
inspection fee as part of the annual
vehicle registration fee collected by the
Texas DMV. These changes to the rule
add clarity and further refine the single-
sticker program requirements. The
revisions are approvable and consistent
with federal law.

Revisions to Section 114.82—Control
Requirements include renumbering and
the addition of the following text in
Section 114.82(a)(2): “Beginning on the
single sticker transition date, all
applicable air pollution emission
control-related requirements included
in the annual vehicle safety inspection
requirements administered by DPS as
evidenced by a current valid registration
insignia sticker affixed to the vehicle
windshield or a current valid VIR
[vehicle inspection report], or other
form of proof authorized by the DPS.”
Also, Section 114.84—Prohibitions
includes revisions prohibiting the
circumvention of the vehicle emissions
I/M requirements and procedures
contained in the Austin Area Early
Action Compact Ozone SIP. These
revisions strengthen the rule, are
consistent with the Texas SIP, and are
approvable.
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Section 114.87—Inspection and
Maintenance Fees, Subsection (a), is
revised to include text that states: “In
Travis and Williamson counties
beginning on the single sticker
transition date, any emissions
inspection station required to conduct
an emissions test in accordance with
Section 114.80 of this title must collect
a fee not to exceed $11.50 for each on-
board diagnostic and two-speed idle
test.” Section 114.87(d) is revised as
follows: “Effective on the single sticker
transition date as defined in Section
114.1 of this title in Travis and
Williamson counties, vehicle owners
shall remit $4.50 for motor vehicles
subject to vehicle emissions inspections
to the Texas Department of Motor
Vehicles or county tax assessor-collector
at the time of the annual vehicle
registration as part of the vehicle
emission inspection fee.” These
revisions define the fees applicable in
the Austin Area Early Action Compact
area under the single-sticker program,
are consistent with the Texas SIP, and
are approvable.

B. The June 11, 2015 Submittal

The June 11, 2015 SIP narrative
discusses how the LIRAP meets the
above requirements, and we agree with
the State’s analysis. Further explanation
of our analysis of the adequacy of this
submission with respect to I/M
requirements can be found in the TSD
for this action. The TCEQ had already
finalized the revisions in the June 9,
2015 SIP submittal to EPA described in
Section III.A of this document, prior to
finalizing the revisions in the June 11,
2015 SIP submittal to EPA. Thus, the
revisions in the June 11, 2015 submittal
to EPA already included the changes
that we described in Section III.A, and
use that language as a starting point.

On June 11, 2015, the State adopted
revisions to 30 TAC Chapter 114,
Control of Air Pollution from Motor
Vehicles, Subchapter A, Definitions,
Section 114.2; Subchapter C, Division 1:
Vehicle Inspection and Maintenance,
Section 114.53; and Subchapter C,
Division 3: Early Action Compact
Counties, Sections 114.87, and
corresponding revisions to the SIP. The
SIP revisions contain a revised
narrative, rules, and supporting
documentation as outlined in the
requirements of the Federal I/M rules.1?

11 The TCEQ published the notice of the proposed
revisions to the SIP for the June 11, 2015 submittal
on December 5, 2014 (39 Tex. Reg. 9468) and
published the final revision on May 15, 2015 (40
Tex. Reg. 2670), finalizing the proposal without
revision. In that rulemaking, Texas adopted
amendments to other sections that are not
submitted as revisions to the SIP.

Section 114.2 identifies and defines
the terms used in Subchapter A for the
I/M program. In Section 114.2, LIRAP,
the acronym for the Low Income
Vehicle Repair Assistance, Retrofit, and
Accelerated Vehicle Retirement
Program, is replaced with the full
program title to be consistent with the
title of the referenced subchapter and
Texas Register requirements. In Section
114.2 (12) “Related” is changed to
“Relating.” The revisions to Section
114.2 are ministerial, and/or add
clarification and are approvable.

Section 114.53 details Inspection and
Maintenance Fees in nonattainment
areas. In Section 114.53(d) ““as specified
by the following requirements:” is
deleted and a period is added after
“state”; and in Section 114.53(d)(1) “the
following requirements apply” is added
after “El Paso County,” and the rest of
the paragraph is deleted. These changes
are ministerial, add clarification, are
necessary for the additions to Section
114.53 described below, and are
therefore approvable.

The submittal contains additional
substantive changes to Section 114.53,
Inspection and Maintenance Fees, that
are later mirrored in Section 114.87.
Section 114.53(d)(1), (2), and (3) are
amended to more fully describe the
LIRAP fee as it relates to the vehicle
I/M programs in El Paso County and the
DFW and HGB area counties.
Subparagraphs are added to these
subsections to explain remittance of
I/M fees, including the LIRAP fee, for
the following categories of counties: A
county participating in the LIRAP, a
participating county that is in the
process of opting out of the LIRAP, and
a county that is not participating in the
LIRAP and is not subject to the LIRAP
fee.

The submittal deletes language from
Section 114.53(d)(1) regarding the I/M
fees for El Paso County in the event that
it passed a resolution to participate in
the LIRAP, and replaced it with “(1) In
El Paso County, the following
requirements apply.”, and added new
Sections 114.53(d)(1)(A), (B), and (C)
which detail the I/M fees for El Paso
County for the three LIRAP county
categories outlined above.

The submittal deletes language from
Section 114.53(d)(2) regarding the I/M
fees for DFW and the extended DFW
program areas and replaced it with “(2)
In the Dallas-Fort Worth and the
extended Dallas-Fort Worth program
areas, the following requirements
apply.” and added new Sections
114.53(d)(2)(A), (B), and (C) which
detail the I/M fees for the DFW and the
extended DFW program areas for the
three county categories outlined above.

The submittal deletes language from
Section 114.53(d)(3) regarding the I/M
fees for the HGB program area and
replaced it with “(2) In the Houston-
Galveston-Brazoria program area, the
following requirements apply.” and
added new sections 114.53(d)(3)(A), (B),
and (C) which detail the I/M fees for
HGB program area for the three county
categories outlined above.

Section 114.87 details I/M fees in
Early Action Compact (EAC) areas. The
submittal amends Section 114.87 to
apply the same changes for
nonattainment counties adopted in
Section 114.53 to early action compact
counties. Section 114.87(d)(1)(2) and (3)
explains remittance of I/M fees,
including the LIRAP fee, in a county
participating in the LIRAP, a
participating county that is in the
process of opting out of the LIRAP, and
a county that is not participating in the
LIRAP and not subject to the LIRAP fee.

Section 114.87(d)(1) includes the
description of state LIRAP fees vehicle
owners pay during vehicle registration
in participating EAC counties. Section
114.87(d)(2) describes the state fees
vehicle owners pay during vehicle
registration in participating EAC
counties that are in the process of opting
out of the LIRAP, and includes the
LIRAP fee until the effective LIRAP fee
termination date, after which state fees
do not include the LIRAP fee. Section
114.87(d)(3) describes the state fees
vehicle owners pay during vehicle
registration in non-participating EAC
counties, which does not include the
LIRAP fee.

As stated previously, the LIRAP is not
required by the CAA, but certain
provisions relating to the program and
program fees have been approved into
the Texas SIP to allow for full
implementation of the State’s I/M
program and strengthen the SIP. The
changes in the submittal to Sections
114.53 and 114.87 provide further
delineation and clarification regarding
which parts of the fees are for LIRAP.
We find the more detailed breakdown of
the LIRAP fees in counties participating,
in the process of opting out, and not
participating in the LIRAP, approvable
because they do not conflict with any
federal requirement, and the LIRAP is
voluntary.

C. Section 110(1)

Section 110(1) of the Act provides that
a SIP revision must be adopted by a
State after reasonable notice and public
hearing. Additionally, section 110(1)
states that the EPA cannot approve a SIP
revision if that revision would interfere
with any applicable requirement
regarding attainment, reasonable further
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progress (RFP) or any other applicable
requirement established in the CAA.
Our evaluation of the submittals found
that the SIP revisions were adopted by
the State after reasonable notice and
public hearing, and that approval of the
revisions would not interfere with any
CAA requirement. The revisions related
to the single vehicle registration insignia
sticker implement legislative changes
that may improve the enforcement and
compliance aspects of the vehicle
emissions inspection and maintenance
program. These changes replace the
sticker-based enforcement strategy with
the preferred registration denial
enforcement strategy, which improves
the overall effectiveness of the program.
This denial enforcement strategy has
been in effect for more than one year
now. These revisions do not interfere
with applicable requirements
concerning attainment and reasonable
further progress or any other applicable
requirement in the CAA.

The revisions that create the new opt-
out process for the LIRAP do not
interfere with any applicable
requirement in the CAA, because the
LIRAP is not relied upon to meet any
required component of the current SIP.
Those counties that continue to
participate in the LIRAP contribute to
air quality improvements with the
related LIRAP emission reductions.
Even though fewer counties may be
participating in the LIRAP due to the
opt-out process, the revisions do
enhance the current SIP by providing
for additional rule clarification.

IV. Final Action

Pursuant to Sections 110 and 182 of
the Act, EPA is approving, through a
direct final action, revisions to the
Texas SIP that were submitted on June
9, 2015 and June 11, 2015. We are
approving revisions to the following
sections within Chapter 114 of 30 TAC:
114.1, 114.2, 114.50, 114.53, 114.82—-84,
and 114.87. We evaluated the state’s
submittals and determined that they
meet the applicable requirements of the
CAA. Also, in accordance with CAA
section 110(1), the revisions will not
interfere with attainment of the NAAQS,
reasonable further progress, or any other
applicable requirement of the CAA.

EPA is publishing this rule without
prior proposal because we view these as
non-controversial amendments and
anticipate no adverse comments.
However, in the proposed rules section
of this Federal Register publication, we
are publishing a separate document that
will serve as the proposal to approve the
SIP revision if relevant adverse
comments are received. This rule will
be effective on December 6, 2016

without further notice unless we receive
relevant adverse comments by
November 7, 2016. If we receive
relevant adverse comments, we will
publish a timely withdrawal of this
direct final rulemaking in the Federal
Register informing the public that the
direct final rule will not take effect. We
will address all public comments in a
subsequent final rule based on the
proposed rule. We will not institute a
second comment period on this action.
Any parties interested in commenting
must do so now. Please note that if we
receive adverse comments on an
amendment, paragraph, or section of
this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

V. Incorporation by Reference

In this rule, we are finalizing
regulatory text that includes
incorporation by reference. In
accordance with the requirements of 1
CFR 51.5, we are finalizing the
incorporation by reference of the
revisions to the Texas regulations as
described in the Final Action section
above. We have made, and will continue
to make, these documents generally
available electronically through
www.regulations.gov and/or in hard
copy at the EPA Region 6 office.

VI. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4);

¢ Does not have federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved to
apply on any Indian reservation land or
in any other area where EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by December 6, 2016. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition


http://www.regulations.gov

69684 Federal Register/Vol.

81, No. 195/Friday, October 7, 2016/Rules and Regulations

for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2)).

Samuel Coleman was designated the
Acting Regional Administrator on
September 30, 2016, through the order
of succession outlined in Regional
Order R6-1110.1, a copy of which is
included in the docket for this action.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Incorporation by reference,
Intergovernmental relations, Lead,
Nitrogen dioxides, Ozone, Particulate
matter, Reporting and recordkeeping

requirements, Sulfur Dioxide, Volatile
organic compounds.
Dated: September 30, 2016.
Samuel Coleman,
Acting Regional Administrator, Region 6.

40 CFR part 52 is amended as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart SS—Texas

m2.In §52.2270:
m a. In paragraph (c), the table entitled
“EPA Approved Regulations in the

Texas SIP” is amended by revising
entries for Sections 114.1, 114.2, 114.50,
114.53, 114.82, 114.83, 114.84, and
114.87.

m b. In paragraph (e), the second table
entitled “EPA Approved Nonregulatory
Provisions and Quasi-Regulatory
Measures in the Texas SIP” is amended
by revising the entry for “Vehicle
Inspection and Maintenance” and
adding an entry at the end of the table
for the “Austin Early Action Compact
area Vehicle Inspection and
Maintenance.”

The revisions read as follows:

§52.2270 Identification of plan.
* * * *
(C) * *x %

EPA APPROVED REGULATIONS IN THE TEXAS SIP

State
State citation Title/subject approval/ EPA approval date Explanation
submittal date
Chapter 114 (Reg 4)—Control of Air Pollution from Motor Vehicles
Subchapter A—Definitions
Section 114.1 ..o, Definitions ......cccceeeeeeeivieeeeeeeeines 2/12/2014 10/7/2016, [Insert Federal
Register citation]
Section 114.2 ... Inspection and Maintenance Defi- 4/29/2015 10/7/2016, [Insert Federal
nitions. Register citation]

Subchapter C—Vehicle Inspection and Maintenance; Low Income Vehicle Repair Assistance, Retrofit, and Accelerated Vehicle
Retirement Program; and Early Action Compact Counties

Division 1: Vehicle Inspection and Maintenance

11450 oo Vehicle Emissions Inspection Re- 2/12/2014 10/7/2016, [Insert Federal
quirements. Register citation]
11453 o Inspection and  Maintenance 4/29/2015 10/7/2016, [Insert Federal
Fees. Register citation]
Division 3: Early Action Compact Counties
114,82 oo Control Requirements .................. 2/12/2014 10/7/2016, [Insert Federal
Register citation]
T14.83 oo Waivers and Extensions .............. 2/12/2014 10/7/2016, [Insert Federal
Register citation]
11484 oo, Prohibitions .........cccecevvveeeiiiiinnns 2/12/2014 10/7/2016, [Insert Federal
Register citation]
11487 oo Inspection and  Maintenance 4/29/2015 10/7/2016, [Insert Federal
Fees. Register citation]
* * * * *

(e] * * %
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EPA APPROVED NONREGULATORY PROVISIONS AND QUASI-REGULATORY MEASURES IN THE TEXAS SIP
Name of SIP provision Applicable geographic or subﬁwtftl;[gl/ef- EPA approval date Comments
non-attainment area fective date
Vehicle Inspection and Mainte- Dallas-Fort Worth, EI Paso 6/11/2015 10/7/2016, [Insert Federal
nance. County and Houston-Gal- Register citation]
veston-Brazoria.

Austin Early Action Compact
area Vehicle Inspection and
Maintenance.

Travis and Williamson Counties

6/11/2015

10/7/2016, [Insert Federal

Register citation]

* * * * *
[FR Doc. 2016-24205 Filed 10-6—16; 8:45 am]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R06-OAR-2012-0953; FRL-9952-76—
Region 6]

Approval and Promulgation of Air
Quality Implementation Plans; Texas;
Infrastructure Requirements for
Consultation With Government
Officials, Public Notification and
Prevention of Significant Deterioration
and Visibility Protection for the 2008
Ozone and 2010 Nitrogen Dioxide
National Ambient Air Quality
Standards

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is approving portions of
State Implementation Plan (SIP)
submittals from the State of Texas
pertaining to Clean Air Act (CAA)
section 110(a)(2)(J): Consultation with
Government Officials, Public
Notification, and Prevention of
Significant Deterioration and Visibility
Protection for the 2008 Ozone (0O3) and
2010 Nitrogen Dioxide (NO,) National
Ambient Air Quality Standards
(NAAQS). These submittals address
how the existing SIP provides for
implementation, maintenance, and
enforcement of the 2008 O3 and 2010
NO, NAAQS (infrastructure SIPs or
i-SIPs). These i-SIPs ensure that the SIP
is adequate to meet the State’s
responsibilities under the CAA. This
direct final rule and the accompanying
proposal will complete the rulemaking
process started in our February 8, 2016,
proposal, approve Section 110(a)(2)(]),
and confirm that the SIP has adequate

infrastructure to implement, maintain
and enforce this section of the CAA
with regard to the 2008 O3 and 2010
NO, NAAQS.

DATES: This rule is effective on
December 6, 2016 without further
notice, unless the EPA receives relevant
adverse comment by November 7, 2016.
If EPA receives such comment, EPA will
publish a timely withdrawal in the
Federal Register informing the public
that this rule will not take effect.

ADDRESSES: Submit your comments,
identified by Docket No. EPA-R06—
OAR-2012-0953, at http://
www.regulations.gov or via email to
fuerst.sherry@epa.gov. Follow the
online instructions for submitting
comments. Once submitted, comments
cannot be edited or removed from
Regulations.gov. EPA may publish any
comment received to its public docket.
Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. EPA will generally not consider
comments or comment contents located
outside of the primary submission (i.e.
on the Web, cloud, or other file sharing
system). For additional submission
methods, please contact Sherry Fuerst,
(214) 665—6454, fuerst.sherry@epa.gov.
For the full EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
http://www2.epa.gov/dockets/
commenting-epa-dockets.

Docket: The index to the docket for
this action is available electronically at
www.regulations.gov and in hard copy
at EPA Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas. While all
documents in the docket are listed in

the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available at
either location (e.g., CBI).

FOR FURTHER INFORMATION CONTACT:
Sherry Fuerst, 214—665-6454,
fuerst.sherry@epa.gov. To inspect the
hard copy materials, please schedule an
appointment with Ms. Fuerst or Bill
Deese at 214-665-7253.

SUPPLEMENTARY INFORMATION:
Throughout this document “we,” “us,”
and “our” means EPA.

I. Background

On March 12, 2008, EPA revised the
levels of the ozone (hereafter the 2008
03) NAAQS (73 FR 16436, March 27,
2008). Likewise, on January 22, 2010,
we revised the nitrogen dioxide NAAQS
(hereafter the 2010 NO5) (75 FR 6474,
February 9, 2010). The CAA requires
states to submit, within three years after
promulgation of a new or revised
standard, SIPs meeting the applicable
“infrastructure” elements of sections
110(a)(1) and (2). We issued guidance
addressing the i-SIP elements for
NAAQS.* One of these applicable
infrastructure elements, CAA section
110(a)(2)(]), requires the SIP must meet
the following three CAA requirements:
(1) Section 121, relating to interagency
consultation regarding certain CAA
requirements; (2) section 127, relating to
public notification of NAAQS
exceedances and related issues; and (3)
prevention of significant deterioration of
air quality and visibility protection.

The Texas Commission on
Environmental Quality submitted i-SIP
demonstrations of how the existing
Texas SIP meets the requirements of the
2010 NO, NAAQS on December 7, 2012,
and for the 2008 O; NAAQS on

1“Guidance on Infrastructure State
Implementation Plan (SIP) Elements under Clean
Air Act Sections 110(a)(1) and 110(a)(2),”
Memorandum from Stephen D. Page, September 13,
2013.
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December 13, 2012. A detailed
discussion of our evaluation of how the
Texas submittals meet 110(a)(2)(]) is
provided in our February 8, 2016
proposal (81 FR 6483 at 6486)) and in
the Technical Support Document (TSD)
for that action. The TSD can be accessed
through www.regulations.gov
(Document EPA-R06—0AR-2012-0953—
002). We proposed to approve elements
of the i-SIP submittals from the State of
Texas for the O3 and NO>, NAAQS but
for element (J) and subsequently, we
took final action to approve all but
element (J) on September 9, 2016 (81 FR
62375). However, through inadvertent
errors, we neglected to complete the
rulemaking process for CAA section
110(a)(2)(J) for both O3 and NO, NAAQS
in the proposal and final documents.

II. EPA’s Evaluation

In the proposal, we discussed how the
requirements of section 110(a)(2)(J) for
both NO, and O3 NAAQS were met.
However, we neglected to explicitly
propose approval of the specific
provisions of Section 110(a)(2)(])
anywhere in the Preamble and
definitely not in our “Proposed Action”
section at 81 FR 6487. The public had
the opportunity to review and comment
on our evaluation of this provision in
the Preamble but we never formally
proposed this provision for approval. As
such, we could not finalize approval of
section 110(a)(2)(J) for the 2008 O3 and
2010 NO> NAAQS at 81 FR 62375.

Please see EPA’s proposed approval at
81 FR 6483 for our technical evaluation.
The evaluation of all subsections of
CAA section 110(a)(2)(J) can be found at
81 FR 6483, page 6486. The TSD for 81
FR 6483 is available in the docket,
provides additional details to support
our determination that this element
meets the federal requirements and is
fully approvable. We incorporate our
previous evaluation of this element into
this action. EPA did receive and
respond to comments on the proposed
action, but none of the comments
received were specific to element (J) of
CAA section 110(a)(2). See 81 FR 62375
September 9, 2016. Our evaluation and
preliminary determination of
approvability did not change as a result
of these comments.

This final action is merely correcting
our previous error in failing to propose
approval of this element on the basis of
our previous technical evaluation and
preliminary determination. EPA has not
changed its rationale. We therefore are
approving the portions of the December
13, 2012, and December 7, 2012, i-SIP
submissions from Texas as meeting the
infrastructure element (J) for the 2008
ozone NAAQS and the 2010 NO2

NAAQS. We continue to assert that
Texas’ existing SIP provides for
implementation, maintenance, and
enforcement of the 2008 O; and 2010
NO> NAAQS.

III. Final Action

We are approving portions of the
following SIP submittals pertaining to
CAA section 110(a)(2)(J): (1) December
13, 2012, SIP submittal for the State of
Texas pertaining to the implementation,
maintenance and enforcement of the
2008 ozone NAAQS, and; (2) December
7, 2012, SIP submittal pertaining to the
implementation, maintenance and
enforcement of the 2010 nitrogen
dioxide NAAQS as outlined in our
February 8, 2016, proposal.

EPA is publishing this rule without
prior proposal because we view this as
a non-controversial amendment and
anticipate no adverse comments.
However, in the proposed rules section
of this Federal Register publication, we
are publishing a separate document that
will serve as the proposal to approve the
SIP revision if relevant adverse
comments are received. This rule will
be effective on December 6, 2016
without further notice unless we receive
relevant adverse comment by November
7, 2016. If we receive relevant adverse
comments, we will publish a timely
withdrawal in the Federal Register
informing the public that the rule will
not take effect. We will address all
public comments in a subsequent final
rule based on the proposed rule. We
will not institute a second comment
period on this action. Any parties
interested in commenting must do so
now. Please note that if we receive
relevant adverse comment on an
amendment, paragraph, or section of
this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a S